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Framework for Community action to achieve a sustaiable use of
pesticides ***||

European Parliament legislative resolution of 13 Jauary 2009 on the Council common
position for adopting a directive of the European Rrliament and of the Council
establishing a framework for Community action to atieve a sustainable use of pesticides
(6124/2008 — C6-0323/2008 — 2006/0132(COD))

(Codecision procedure: second reading)
The European Parliament,

— having regard to the Council common position 32008 — C6-0323/2008)

having regard to its position at first readiog the Commission proposal to Parliament and
the Council (COM(2006)0373),

— having regard to Article 251(2) of the EC Treaty,
— having regard to Rule 62 of its Rules of Procedur

— having regard to the recommendation for secoading of the Committee on the
Environment, Public Health and Food Safety (A6-02088),

1. Approves the common position as amended;

2. Instructs its President to forward its positiorthe Council and Commission.

! 0JC254E, 7.10.2008, p. 1.
2 Texts adopted, 23.10.2007, P6_TA(2007)0444.
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P6_TC2-COD(2006)0132

Position of the European Parliament adopted at seod reading on 13 January 2009 with
a view to the adoption of Directive2009/.../ECof the European Parliament and of the
Council establishing a framework for Community acton to achieve the sustainable use of
pesticides

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EURREAN UNION,

Having regard to the Treaty establishing the Euaop@ommunity, and in particular
Article 175(1) thereof,

Having regard to the proposal from the Commission,

Having regard to the opinion of the European Ecanand Social Committée
Having regard to the opinion of the Committee @ Region§

Acting in accordance with the procedure laid dowriticle 251 of the Treafy
Whereas:

(2) In line withArticles 2 and 7 oDecision No 1600/2002/EC of the European Parligmen
and of the Council of 22 July 2002 laying down ®igth Community Environment
Action Programm‘é' a common legal framework for achieving a sustdmaise of
pesticidesshould be established, taking account of precautoy and preventive
approaches.

(2) At present, this Directive should apply to pades which are plant protection products.
However, it is anticipated that the scope of thise€live will be extended to cover
biocidal products.

3) The measures provided for in this Directivelddde complementary to, and not affect,
measures laid down in other related Community latya, in particular Council
Directive 79/409/EEC of 2 April 1979 on the consgion of wild birdS, Council
Directive 92/43/EEC of 21 May 1992 on the conseovabf natural habitats and of wild
fauna and florj Directive 2000/60/EC of the European Parliament af the Council
of 23 October 2000 establishing a framework for Gamity action in the field of water

! 0J C 161, 13.7.2007, p. 48.
2 0J C 146, 30.6.2007, p. 48.
3 Position of the European Parliament of 23 October 2@¥ ¢ 263 E, 16.10.2008, p. 158),

Council Common Position of 19 May 2008 (OJ C 254 E, 7.10.2008, p. 1) and Position of the
European Parliament of 13 January 20009.

4 0OJ L 242, 10.9.2002, p. 1.
> 0J L 103, 25.4.1979, p. L.
6 0J L 206, 22.7.1992, p. V.
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(4)

(5)

(6)

(7)

(8)

policy!, Regulation (EC) No 396/2005 of the European Ramint and of the Council of
23 February 2005 on maximum residue levels of peésts in or on food and feed of
plant and animal originand Council Regulation (EC) No .../... of .an the placing of
plant protection products on the markefthese measures should also not prejudice
voluntary measures in the context of RegulatiomsSiouctural Funds or according to
the Council Regulation (EC) No 1698/2005 of 20 8Seyier 2005 on support for rural
development by the European Agricultural Fund fardR Development (EAFRD)

Economic instruments can play a crucial role the achievement of objectives
relating to the sustainable use of pesticides. Tus® of such instruments at the
appropriate level should therefore be encouragedil@lstressing that individual
Member States can decide on their use without pdepe to the applicability of the
state aid rules.

National Action Plans aimed at settigantitative objectives targets, measures,
indicators and timetables to reduce risks and impacts ofigi@stuse on human health
and the environment and at encouraging the devedopand introduction of Integrated
Pest Management and of alternative approaches abmitpies in order to reduce
dependency on the use of pesticides should be ligeldember States in order to
facilitate the implementation of this Directivielember States should monitor the use
of plant protection products containing substancesparticular concern and establish
timetables and targets for the reduction of theirsel in particular when it is an
appropriate means to achieve risk reduction targdtational Action Planshould be
coordinated with implementation plans under otleéewant Community legislation and
could be used for grouping together objectivesdabhieved under other Community
legislation related to pesticides.

The exchange of information on the objectives actibns Member States lay down in
their National Action Plans is a very importantneét for achieving the objectives of
this Directive. Therefore, it is appropriate to weqt Member States to report regularly
to the Commission and to the other Member Statepaiticular on the implementation
and results of their National Action Plans and bairt experiencesOn the basis of
information transmitted by the Member States, th@r@mission should submit to the
European Parliament and the Council relevant repsstaccompanied, if necessary,
with appropriate legislative proposals.

For the preparation and modification of Nationattidn Plans, it is appropriate to
provide for the application of Directive 2003/35/©6€Cthe European Parliament and of
the Council of 26 May 2003 providing for public peipation in respect of the drawing
up of certain plans and programmes relating teetheronme

It is essential that Member States set up systa#nheth initial and additional training
for distributors, advisors and professional usénsesticides and certification systems to
record this whereby those who use or will use pets are fully aware of the potential

OJ L 327, 22.12.2000, p.|f.

OJ L 70, 16.3.2005, p. |f.

0J: please insert the number, date and OJ referenc
oJL ...

OJ L 277, 21.10.2005, p.|fL.

OJ L 156, 25.6.2003, p. 17.
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(9)

(10)

(11)

(12)

(13)

(14)

(15)

risks to human health and the environment and efahpropriate measures to reduce
those risks as much as possible. Training actsvifier professional users may be
coordinated with those organised in the framewdrRegulation (EC) No 1698/2005.

The sales of pesticides, including Internet sabe® an important element in the
distribution chain, where specific advice on safestructions for human health and the
environment should be given to the end user attitne of sale, in particular to
professional users. For non-professional users whgeneral do not have the same
education and training, recommendations should\angin particular on safe handling
and storage of pesticides as well as on dispodhkgbackaging.

Considering the possible risks from the use ofipéegs, the general public should be
better informed on the overall impacts of the uspesticides through awareness-raising
campaigns, information passed on through retaéledsother appropriate measures.

Research programmes aiming to determine the impaetgesticide use on human
health and the environment including studies on tigisk groups should be promoted
at European and national level.

To the extent that the handling and applicationpesticides require the setting of
minimum health and safety requirements at the wadqy covering the risks arising
from exposure of workers to such products, as aglgeneral and specific preventive
measures to reduce those risks, those measuresoaeeed by Council Directive
98/24/EC of 7 April 1998 on the protection of theatth and safety of workers from the
risks related to chemical agents at wodnd Directive 2004/37/EC of the European
Parliament and of the Council of 29 April 2004 tw fprotection of workers from the
risks related to their exposure to carcinogens utagens at work

Since Directive 2006/42/EC of the European Pasiaimand of the Council of
17 May 2006 on machinetwill provide for rules on the placing on the markat
pesticide application equipment ensuring that emrirental requirements are met, it is
appropriate, in order to minimise the adverse irtgpat pesticides on human health and
the environment caused by such equipment, to peciadsystems for regular technical
inspection of pesticide application equipment alyean use. Member States should
describe how they will ensure the implementationtlodse requirements in their
National Action Plans.

Aerial spraying of pesticides has the potentiat@aose significant adverse impacts on
human health and the environment, in particulamfrepray drift. Therefore, aerial

spraying should generally be prohibited with detmyes possible where it represents
clear advantages in terms of reduced impacts orahumealth and the environment in
comparison with other spraying methods, or wheexethare no viable alternatives,
provided that the best available technology to redurift is used.

The aquatic environment is especially sensitivgpasticides. It is therefore necessary
for particular attention to be paid to avoid pathat of surface water and groundwater by

OJ L 131, 5.5.1998, p. 1{.
0OJ L 158, 30.4.2004, p. 50. Corrected versiondriLQ29, 29.6.2004, p. 23.
0J L 157, 9.6.2006, p. 24.
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(16)

(17)

(18)

(19)

(20)

taking appropriate measures such as, the estaldrghon buffer and safeguard zones or
planting hedges along surface waters to reducesexpaf water bodies to spray drift,
drain flow and run-off. The dimensions of buffemes should depend in particular on
soil characteristics, pesticide properties, as wasllagricultural characteristics of the
areas concerned. Use of pesticides in areas foalibgaction of drinking water, on or
along transport routes, such as railway lines,josealed or very permeable surfaces can
lead to higher risks of pollution of the aquatioveonment. In such areas the pesticide
use should, therefore, be reduced as far as pessibéliminated, if appropriate.

Use of pesticides can be particularly dangerousvary sensitive areas, such as
Natura 2000 sites protected in accordance withdbues 79/409/EEC and 92/43/EEC.
In other places such as public parks, spamts recreationgroundsschool grounds and
children’'s playgroundsand in the vicinity of healthcare facilitiesthe risks from
exposure to pesticide'sare high.In these areas, the use of pesticides should be
minimised or prohibited. When pesticides are useghpropriate risk management
measures should be established and low-risk pedéisias well as biological control
measures should be considered in the first place.

Handling of pesticides, including storage, dilgtimand mixing the pesticides and
cleaning of pesticide application equipment aftee,land recovery and disposal of tank
mixtures, empty packaging and remnants of pes8cidee particularly prone to
unwanted exposure of humans and the environmerdreidre, it is appropriate to
provide for specific measures addressing thosevibesi as a complement to the
measures provided for under Directive 2006/12/EGhef European Parliament and of
the Council of 5 April 2006 on wasteand Council Directive 91/689/EEC of 12
December 1991 on hazardous wasteasures should also encompass non-professional
users, since inappropriate handling is very likelyoccur in this group of users due to
their lack of knowledge.

The application of general principles and crop a®ttor specific guidelines of

Integrated Pest Management by all farmers wouldltrés a better targeted use of all

available pest control measures, including pesgidlherefore, it contributes to a
further reduction of the risks to human health #reenvironment and the dependency
on the use of pesticides. Member States should g@mrow pesticide-input pest

management, in particular Integrated Pest Managenag establish the necessary
conditions and measures for its implementation.

Whereas, on the basis of Regulation (EC) No ..[bn the placing on the market of
plant protection products] and of this Directive, implementation of the piples of
Integrated Pest Management is obligatory and whketeasubsidiarity principle applies
to the way the principles for Integrated Pest Mamnagnt are implemented, Member
States should describe how they ensure the impledi@m of the principles of
Integrated Pest Managementith priority given wherever possible to non-cheraic
methods of plant protection and pest and crop maeagent,in their National Action
Plan.

It is necessary to measure the progress achievélaeireduction of risks and adverse
impacts from pesticide use for human health andetheronment. Appropriate means

OJ L 114, 27.4.2006, p. 9.
OJ L 377,31.12.1991, p. 2“).
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(21)

(22)

(23)

(24)

(25)

(26)

are harmonised risk indicators that will be esstdd at Community level. Member
States should use those indicators for risk managemt national level and for
reporting purposes, while the Commission shoulccutate indicators to evaluate
progress at Community level. Statistical data otdé in accordance with Regulation
(EC) No ... of the European Parliament and of thar@il of ... concerning statistics on
plant protection productshould be used. Member States should be entitletse, in
addition to harmonised common indicators, theiramat indicators.

Member States should determine penalties appécabl infringements of national
provisions adopted pursuant to this Directive amsLiee that they are implemented. The
penalties should be effective, proportionate asdwdsive.

Since the objective of this Directive, namely tootpct human health and the
environment from the possible risks associated wWith use of pesticides, cannot be
sufficiently achieved by the Member States and tarefore be better achieved at
Community level, the Community may adopt measureaccordance with the principle
of subsidiarity as set out in Article 5 of the Tigedn accordance with the principle of
proportionality, as set out in that Article, thisr€tive does not go beyond what is
necessary in order to achieve this objective.

This Directive respects the fundamental rights ahderves the principles recognised
notably by the Charter of Fundamental Rights ofEeopean Union. In particular, this
seeks to promote the integration into Communityigied of a high level of
environmental protection in accordance with theg@ple of sustainable development as
laid down in Article 37 of the Charter of FundanamRights of the European Union.

The measures necessary for the implementatiohi®fliirective should be adopted in
accordance with Council Decision 1999/468/EC of ihe 1999 laying down the
procedures for the exercise of implementing powergerred on the Commissién.

In particular, the Commission should be empowetedestablish and update the
Annexes to this Directive. Since those measuresfageneral scope and are designed to
amend non-essential elements of this Direciinter alia by supplementing it with new
non-essential elements, they must be adopted ior@dmece with the regulatory
procedure with scrutiny provided for in Article 6&Decision 1999/468/EC.

In accordance with point 34 of the Interinstituib agreement on better law-making
Member States are encouraged to draw up, for tHeessand in the interests of the
Community, their own tables illustrating, as farpassible, the correlation between this
Directive and the transposition measures, and tertteem public,

0OJ: please insert the number, date and OJ referenc
OoJL..

OJ L 184, 17.7.1999, p. 2§.
0J C 321, 31.12.2003, p. 1.
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HAVE ADOPTED THIS DIRECTIVE:

Chapter |
General Provisions

Article 1
Subject matter

This Directive establishes a framework to achiegestainable use of pesticides by reducing
the risks and impacts of pesticide use on humatthhaad the environment and promoting the
use of Integrated Pest Management and of altemapproaches or techniguagh as non-
chemical alternatives to pesticides

Article 2
Scope
1. This Directive shall apply to pesticides tha plant protection products as defined in
point 9(a) of Article 3.
2. This Directive shall apply without prejudice tany other relevant Community
legislation.
3. The provisions of this Directive shall not preveMember States from applying the

precautionary principle in restricting or prohibitig the use of pesticides in specific
circumstances or areas.

Article 3
Definitions

For the purposes of this Directive, the followirgfiditions shall apply:

1) "professional user" means any person who usdgcqkes in the course of their
professional activities, including operators, tactams, employers and self-employed
people, both in the farming and other sectors;

2) "distributor" means any natural or legal peradm makes a pesticide available on the
market, including wholesalers, retailers, vendmd suppliers;

3) "advisor" means any person whas acquired adequate knowledge aadvises on
pest management and pesticide safe use, in thextaita professional capacity or
commercial service, including private self-employedl public advisory services,
commercial agents, food producers and retailersevéygplicable;

4) "pesticide application equipment” means any eqipa specifically intended for the
application of pesticides, including accessoried #ie essential for the effective
operation of such equipment, such as nozzles, metsos, filters, strainers and
cleaning devices for tanks;

5) "aerial spraying" means application of pestisittem an aircraft (plane or helicopter);
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6) "Iintegrated pest management" means careful deration of all available plant
protection methods and subsequent integration mfogpiate measures that discourage
the development of the populations of harmful orgiais and keep the use of plant
protection products and other forms of interventmievels that are economically and
ecologically justified and reduce or minimise risghuman health and the
environment. Integrated Pest Management emphabisegowth of a healthy crop
with the least possible disruption to agro ecosystand encourages natural pest
control mechanisms;

7) "risk indicator" means the result of a methoaaftulation that is used to evaluate
risks of pesticides on human health and/or therenment;

8) "non-chemical methods" are alternative methods tdemical pesticides for plant
protection and pest management, based on agronotechniques such as those
referred to in point 1 of Annex lll, or physical, mchanical or biological pest control
methods.

9) the terms "surface water" and "groundwater" h&igesame meaning as in
Directive 2000/60/EC;

10) "pesticide" means:

(@) a plant protection product as defined in RegaiaEC) No ..[on the placing on
the market of plant protection products] ;

(b) a biocidal product as defined in Directive 9B of the European Parliament
and of the Council of 16 February 1998 concernimggplacing on the market of
biocidal products

Article 4
National Action Plans

1. Member States shall adopt National Action Ptarnset upgheir quantitativetargets,
measures and timetables to reduce risks and impapesticide use on human health
and the environment and to encourage the develdpanenntroduction of integrated
pest management and of alternative approachestamitgies in order to reduce
dependency on the use of pesticiddsese targets may cover different areas of
concern, for example workers' protection, proteatiof the environment, residues,
use of specific techniques or use in specific crops

The National Action Plans shall also include inditars to monitor the use of plant
protection products containing active substancespaitticular concern, especially
If alternatives are available. Member States shale particular attention to the
plant protection products containing active substas approved in accordance
with Council Directive 91/414/EC of 15 July 1991 meerning the placing of plant
products on the mark8twhich, when subject to renewal of approval under
Regulation (EC) No ... [concerning the placing of pia protection products on

! OJ L 123, 24.4.1998, p. {.
2 OJL 230, 19. 8. 1991, p. 1.
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the market] will not fulfil the criteria relevant or approval laid down in Annex
/I, paragraph 3.6-3.8 of that Regulation.

On the basis of such indicators and taking into aemt where applicable the risk
or use reduction targets achieved already priortte application of this

Directive, timetables and targets for the reductiohuse shall also be established,
in particular if it constitutes an appropriate mearo achieve the risk reduction
with regard to priority items identified under Arele 15(2)(c). These targets may
be intermediate or final. Member States shall uséreecessary means designed to
achieve these targets.

When drawing up and revising their National Actilans, Member States shall take
account of théxealth, social, economiand environmental impacts of the measures
envisagedopf specific national, regional and local conditiorand all relevant
stakeholder groupsMember States shall describe in their NationdlokcPlans how
they will implement measures pursuant to Articles 55 in order to achieve the
objectives referred to in the first subparagrapthef paragraph.

The National Action Plans shall take into accountagms under other Community
legislation on the use of pesticides, such as pladmeasures under Directive
2000/60/EC.

By ... Member States shall communicate their NationalohcPlans to the
Commission and to other Member States.

National Action Plans shall be reviewed at leagtrgvive years and any substantial
changes to National Action Plans shall be repaxgtie Commission without undue
delay.

Not later than ..., the Commission shall submit to the European Parfient and
to the Council a report on the information commurated by the Member States
in relation to the National Action Plans. The repbshall contain methods used
and the implications concerning the establishmerftdifferent types of targets to
reduce risks and use of pesticides.

Not later than ..., the Commission shall submit to the European Parfient and
to the Council a report on the experience gained Megmber States on the
implementation of national targets established ioardance to paragraph 1 in
order to achieve the objectives of this Directiviermay be accompanied, if
necessary, with appropriate legisiative proposals.

| The Commission shall make information communicéteaccordance with
paragraph 2 availabte the publicon the Internet.

The provisions on public participation laid downArticle 2 of Directive 2003/35/EC
shall apply to the preparation and the modificatbbthe National Action Plans.

OJ: three years after the date of entry into fafcthis Directive.
QJ: five years after the date of entry into force ofigfDirective.
OJ: nine years after the date of entry into force ofi$fDirective
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Chapter Il
Training, Sales of pesticides,
Information and Awareness-raising

Article 5
Training

Member States shall ensure that all professiagsels, distributors and advisors have
access to appropriate trainibg bodies designated by the competent authorifidss
shall consist of both initial and additional traigito acquire and to update knowledge
as appropriate.

The training shall be designed to ensure that ssehs, distributors and advisors
acquire sufficient knowledge on the subjects listednnex I, taking account of their
different roles and responsibilities.

By ... Member States shall establish certification systand designate the competent
authorities responsible for their implementatiohe3e certificates shall, as a
minimum, provide evidence of sufficient knowleddeahe subjects listed in Annex |
acquired by professional users, distributors anlsads either by undergoing training
or by other means.

Certification systems shall include requirements procedures for the granting,
maintenance and withdrawal of certificates.

Measures designed to amend non-essential elsmokthtis Directive relating to
amending Annex | in order to take account of sdierdnd technical progress shall be
adopted in accordance with the regulatory proceddttescrutiny referred to in

Article 21(2).

Article 6
Requirements for sales of pesticides

Member States shall ensure thaistributorg] have sufficient staff in their
employment holding a certificate referred to iniéle 5(2). Such persons shall be
available at the time of sale to provide adequdt@imation to customers as regards
pesticide usdjealth and environmental risks and safety instruatis to manage
those risks for the products in questioM/cro distributors selling only products for
non professional use may be exempted if they doofter for sale pesticide
formulations classified as toxic, very toxic, canggenic, mutagenic or toxic for
reproduction pursuant to Directive 1999/45/EC ofalcuropean Parliament and of
the Council of 31 May 1999 concerning the approxitran of the laws, regulations
and administrative provisions of the Member Statetating to the classification,
packaging and labelling of dangerous preparations

OJ: four years after the date of entry into fas€éhis Directive.
OJ L 200, 30.7.1999, p. 1.
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Member States shall take necessary measuresttct sales of pesticides authorised
for professional use to persons holding a certiéicaferred to in Article 5(2).

Member States shall require distributors selpagticides to non-professional users to
provide general information regarding the rigdshealth and the environmenof
pesticide use, in particular on hazards, expoguoper storage, handling, application
and safe disposal in accordance with Communitislatyon on waste, as well as
regarding low-risk alternatives. Member States meayiire pesticide producers to
provide such information.

The measures provided for in paragraphs 1 asfth2 be established by ...

Article 7
Information and awareness-raising

Member States shall take measures to inform thergepublic and to promote and
facilitateinformation and awareness-raisingrogrammesand the availability of
accurate and balanced information relating to piefss for the general public, in
particular regarding the risksd the potential acute and chronic effedts human
health, non-target organisms and the environragsing from their use,and the use
of non-chemical alternatives.

Member States shall put in place systems for gathginformation on pesticide
acute poisoning incidents, as well as chronic paisty developments where
available, among groups that may be exposed regylér pesticides such as
pesticideoperators, agricultural workers or persons livingase to pesticides
application areas.

To enhance the comparability of information, t@ommission, in cooperation with
the Member States, shall develop by. a strategic guidance document on
monitoring and surveying of impacts of pesticideeusn human health and the
environment.

Chapter Il
Pesticide application equipment

Article 8
Inspection of equipment in use

Member States shall ensure that pesticide aigit equipment in professional use
shall be subject to inspections at regular intexvahe interval between inspections
shall not exceed five years until 2020 and shallexaeed three years thereafter.

0J: six years after the date of entry into fortehis Directive.
0OJ: three years after the entry into force of ghDirective.
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2.

By ... Member States shall ensure that pesticide apjaitaguipment has been
inspected at least once. After this date only pelgiapplication equipment having
successfully passed inspection shall be in prafessiuse.

New equipment shall be inspected at least oncamaétiperiod of 5 years after
purchase.

By way of derogation from paragraphs 1 and 2 &sikbwing a risk assessment for
human health and the environment including an assest of the scale of the use of
the equipment, Member States may:

(a) apply different timetables and inspection s to pesticide application
equipment not used for spraying pesticides, to haludpesticide application
equipment or knapsack sprayers and to additiorsdigige application
equipment, which shall be listed in the nationaicecplan foreseen iArticle 4,
that represent a very low scale of use.

The following additional pesticide application egmient shall never be
considered as constituting a very low scale of use:

(i) spraying equipment mounted on trains or ait¢raf

(i)  boom sprayers larger than 3 m, including bosprayers that are mounted
on sowing equipment;

(b) exempt from inspection handheld pesticide a&afilbn equipment or knapsack
sprayersin this case the Member States shall ensure thaeigiors have been
informed on the need to change regularly the acaa$ss, on the specific risks
linked to that equipment, and that operators araitmed for the proper use of
that application equipment in accordance with Arkc5.

The inspections shall verify that pesticide agion equipment satisfies the relevant
requirements listed in Annex Il, in order to acld@evhigh level of protection for
human health and the environment.

Pesticide application equipment complying with hanmsed standards developed
according tArticle 20(1) shall be presumed to comply with the essentidtihead
safety and environmental requirements.

Professional users shall conduct regular cadidora and technical checks of the
pesticide application equipment according to thereypriate training received as
provided for in Article 5.

Member States shall designate bodies resporfsibleplementing the inspection
systems and inform the Commission thereof.

Each Member State shall establish certificate systgesigned to allow the
verification of inspections and recognise the Gedies granted in other Member
States following the requirements referred to irageaph 4 and where the time period

0J: seven years after the date of entry into fofdais Directive.
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since the last inspection carried out in anothemider State is equal to or shorter than
the time period of the inspection interval appliealb its own territory.

Member States shall endeavour to recognise théicates issued in other Member
States provided that the inspection intervals reteto in paragraph 1 are complied
with.

Measures designed to amend non-essential elsroktiiis Directive relating to
amending Annex Il in order to take account of stfienand technical progress shall
be adopted in accordance with the regulatory pnaeedith scrutiny referred to in
Article 21(2).

Chapter IV
Specific Practices and Uses

Article 9
Aerial spraying

Member States shall ensure that aerial spragipgohibited.

By way of derogation from paragraph 1 aeriahgjrg may only be allowed in special
cases provided the following conditions are met:

(@) there must be no viable alternatives, or thaust be clear advantages in terms
of reduced impacts on human health and the envieohas compared with
land-based application of pesticides;

(b) the pesticides used must be explicitly apprdeederial spraying by the
Member State following a specific assessment adohgsisks from aerial

spraying;

(c) the operator carrying out the aerial sprayingstiold a certificate as referred to
in Article 5(2). During the transitional period wieecertification systems are not
yet in place, Member States may accept other ppbobmpetence;

(d) the enterprise responsible for providing aespahy applications shall be
certified by a competent authority for authoriseguipment and aircraft for
aerial application of pesticides.

(e) if the area to be sprayed is in close proximitya@as open to the public,
specific risk management measures to ensure tharéhare noadverseeffects
on the health of bystanders shall be included irethpproval.7/e area to be
sprayed shall not be in close proximity to residiemareas

() as from 2013the aircraft shall be equipped with accessorieatticonstitute the
bestavailable technology to reduce spray drift.
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3. Member States shall designate the authoritiegoetent for establishing the specific
conditions by which aerial spraying may be caroet for examining requests
pursuant to paragraph 4andfor making public information on crops, areas,
circumstances and particular requirements for apptin including weather conditions
where aerial spraying may be allowed.

In the approvalthe competent authorities shall specify the measueesssary for
warning residents and bystandersiue timeand to protect the environment in the
vicinity of the area sprayed.

4. A professional user wishing to apply pesticidgserial spraying shall submit a
requesfor approval of an application plario the competent authorily accompanied
by evidence to show that the conditions referreit fwaragraphs 2 and 3 are fulfilled.
The request for application of aerial spraying ircaordance with the approved
application plan shall be submitted in due timettoe competent authority. It shall
contain information about the provisional time opsaying and the amounts and the
type of pesticides applied.

Member States may provide that requestgfiplications of aerial spraying in
accordance with an approved application plan for igh no answer was received on
the decision taken within the time period laid dovay the competent authorities,
shall be deemed to be approved.

In particular, circumstances such as emergency @esific difficult situations, single
requests for application of aerial spraying may albe submitted for approval.
Where justified, competent authorities shall havepassibility to apply an
accelerated procedure in order to verify that thenclitions referred to in paragraphs
2 and 3 are fulfilled before the application of aat spraying.

5. Member States shall ensure that the conditiefesred to in paragraphs 2 and 3 are
met by conducting appropriate monitoring.

6. The competent authorities shall keep recordeefequestand approvals as referred
to in paragraph 4nd shall make available to the publtbe relevant information
contained therein such as the area to be sprayé@ provisional day and time of
the spraying and the type of pesticide, in accordamwith the applicable national
or Community law

Article 10
Information to the public

Member States may include in their National Actidtians provisions on informingpersons
who could be exposed to the spray drift.

Article 11
Specific measures to protect the aquatic environmen
and drinking water

1. Member States shall ensure that appropriate unes$o protect the aquatic
environment and drinking water supplies from theaat of pesticides are adopted.
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These measures shall support and be compatiblasl@hant provisions of Directive
2000/60/EC and Regulation (EC) No [.on the placing on the market of plant
protection products] .

The measures provided in paragraph 1 shalldieclu

(@) giving preference to pesticides that are redsified as dangerous for the aquatic
environment pursuant to Directive 1999/45/ﬁ(hor containing priority
hazardous substances as set in Article 16(3) adbwe 2000/60/EC;

(b) giving preference to the most efficient appiiea techniques such as the use of
low-drift pesticide application equipment espegiati vertical crops such as
hops and those found in orchards and vineyards;

(c) use of mitigation measures which minimise iBk of off-site pollution caused
by spray drift, drain-flow and run-off. These sh'attludel the establishment of
appropriately-sized buffer zones for the protecbbnon-target aquatic
organisms and safeguard zones for surface and dwaiear used for the
abstraction of drinking water, where pesticides tma$ be used or stored,;

(d) reducing as far as possiblelmsliminating applications on or along roads,
railway lines, very permeable surfaces or othawastfucture close to surface
water or groundwater or on sealed surfaces witigla tisk of run-off into
surface water or sewage systems.

Article 12
Reduction of pesticide use or risks in specifiaare

Member States shall, having due regarthe necessary hygiene and public health
requirements and biodiversity, or the results tdvant risk assessments, ensure that the use of
pesticides isninimised orprohibitedin these specific area#Appropriaterisk management
measures shall be taken and the use of low-risknplprotection products as defined by
Regulation (EC) No ... [concerning the placing ofgmt protection products on the market]

and biological control measures shall mnsidered in the first plac& he specific areas in
question are:

1)

2)

3)

areas used by the general public or by vulnegalups as defined by Article 3 of
Regulation (EC) N° ... [concerning the placing ofgnt protection products on the
market], such as parks, public gardens, spand recreationgrounds, school grounds
and playgroundand in the close vicinity of healthcare facilities

protected areas as defined in Directive 200@&60dr other areas identified for the
purposes of establishing the necessary conservasasures in accordance with the
provisions of Directives 79/409/EEC and 92/43/EEC,;

recently treated areas used by or accessilagrtoultural workers.
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Article 13
Handling and storage of pesticides and treatment
of their packaging and remnants

Member States shall adopt the necessary measueasure that the following
operations by professional users and where appdidabdistributors do not endanger
human health or the environment:

(a) storage, handling, dilution and mixing of peisies before application;
(b) handling of packaging and remnants of pestgide

(c) disposal of tank mixtures remaining after aggtiion;

(d) cleaning of the equipment used after applicatio

(e) recovery or disposal of pesticide remnantstaaa packaging in accordance
with Community legislation on waste.

Member States shall take all necessary measegasding pesticides authorised for
non-professional users to avoid dangerous handjiegations. These measures may
include use of pesticides of low toxicity, readyuse formulations and limits on sizes
of containers or packaging.

Member States shall ensure that storage areasdticides for professional use are
constructed in such a way as to prevent unwantedses. Particular attention shall be
paid to location, size and construction materials.

Article 14
Integrated Pest Management

Member States shall tak# necessarymeasures to promote low pesticide-input pest
management, givingherever possiblpriorityl to non-chemical methodso that
professional users of pesticides swittthpractices and products with the lowest risk
to human health and the environment among thos&bleafor the same pest
problem. Low pesticide-input pest management iredudtegrated Pest Management
as well as organic farming according to Council itagon (EC) No 834/2007 of

28 June 2007 on organic production and labellingrgénic products

Member States shall establish or support trebBshment of necessary conditions for
the implementation of Integrated Pest Managemargatticular, they shall ensure that
professional users have at their disposal inforwnagind tools for pest monitoring and
decision making, as well as advisory services tegiated pest management.

By 30 June 2013, Member States shall repotiedCtommission on the
implementation of paragraphs 1 and 2 and, in pdaicwhether the necessary
conditions for implementation of integrated peshagement are in place.

1

OJ L 189, 20.7.2007, p. 1.
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Member States shall describe in their Nationaldgh Plan referred to in Article 4 how
they ensure that the general principles of Integt&est Management as set out in
Annex IIl are implemented by all professional udeysl January 2014.

Measures designed to amend non-essential elentethis Directive relating to
amending Annex lll in order to take account of stifec and technical progress shall
be adopted in accordance with the regulatory pnaeedith scrutiny referred to in
Article 21(2).

Member States shall establish appropriate ingesnto encourage professional users to
implement crop or sector specific guidelines faegrated pest management on a
voluntary basis. Public authorities and/or orgatiose representing particular
professional users may draw up such guidelines. Mer8tates shall refer to those
guidelines that they consider pertinent and appaiopin their National Action Plans
drawn up in accordance with Article 4.

Chapter V
Indicators, Reporting and Information Exchange

Article 15
Indicators

Harmonised risk indicators as referred to in éniV shall be established. However,
Member States may continue to use existing natimiatators or adopt other
appropriate indicators in addition to the harmodhisees.

Measures designed to amend non-essential elentethis ®irective relating to
amending Annex IV in order to take account of stfienand technical progress shall
be adopted in accordance with the regulatory pna@edith scrutiny referred to in
Article 21(2).

Member States shall

(@) calculate harmonised risk indicators as refetoein paragraph 1 by using
statistical data collected in accordance with Raiiuh (EC) No ..[concerning
statistics on plant protection products] together with other relevant data;

(b) identify trends in the use of certain activestances;

(c) identify priority items, such as active substs crops, regions or practices, that
require particular attention or good practices tzat be used as examples in
order to achieve the objectives of this Directivedduce the risks and impacts
of pesticide use on human health and the enviroharahto encourage the
development and introduction of integrated pestagament and of alternative
approaches or techniques in order to reduce depepas the use of pesticides.
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3. Member States shall communicate the resultseoévaluations carried out pursuant to
paragraph 2 to the Commission and to other Memtages§nd shall make this
information available to the public

4, The Commission shall calculate risk indicatar€@ammunity level by using statistical

data collected in accordance with Regulation (EG). N[ concerning statistics on
plant protection products] and other relevant data, in order to estimatedsem risks
from pesticide use.

The Commission shall also use these data andntioismiation to assess progress in
achieving the objectives of other Community pokcaé@med at reducing the impact of
pesticides on human health and on the environment.

The results shall be made available to the gengrablic via the Internet portal
referred to in Article 4(4).

Article 16
Reporting

The Commission shall regularly submit to the EusspParliament and the Council a report on
the progress in the implementation of this Diregti@ccompanied where appropriate by
proposals for amendments.

Chapter VI
Final provisions

Article 17
Penalties

Member States shall determine penalties applidablg@ringements of the national provisions
adopted pursuant to this Directive and shall tdkemeasures necessary to ensure that they are
implemented. The penalties provided for shall beative, proportionate and dissuasive.
Member States shall notify those provisions toGeenmission by .-.and shall notify it

without delay of any subsequent amendment.

Article 18
Exchange of information and best practice

The Commission shall put forward as a priority faliscussion in the thematic strategy expert
group the exchange of information and best practicethe field of sustainable use of
pesticides and integrated pest management.

OJ: three years after the date of entry into farfciis Directive.
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Article 19
Fees and Charges

Member States may recover the costs associate@my work pursuant to obligations
under this Directive by means of a fee or charge.

Member States shall ensure that the fee or ehafgrred to in paragraph 1 is
established in a transparent manner and corresporhs actual cost of the work
involved.

Article 20
Standardisation

The standards referred to in Article 8(4) oétbirective shall be established in
accordance with the procedure provided for in Aet®(3) of Directive 98/34/EC of
the European Parliament and of the Council of 2211998 laying down a procedure
for the provision of information in the field ofdlenical standards and regulations and
of rules on Information Society services

The request for developing these standards magthblshed in consultation with the
Committee referred to iArticle 21(1).

The Commission shall publish the referenceti®fstandards in the Official Journal of
the European Union.

When a Member State or the Commission consttatsa standard does not entirely
satisfy the essential requirements which it covdes, Commission or the Member
State concerned shall set out its arguments and bre matter before the Committee
set up by Directive 98/34/EC. That Committee staliver its opinion without delay.

In the light of that Committee's opinion, the Corasmon shall decide to publish the
references to the harmonised standard concerrtée i@fficial Journal of the
European Union, not to publish them, to publismtiveith restrictions, to maintain the
existing references, to maintain them with restsicor to withdraw them.

Article 21
Committee procedure

The Commission shall be assisted by the Starfdomgmittee on the Food Chain and
Animal Health established by Article 58 of Reguat{EC) No 178/2002 of the
European Parliament and of the Council of 28 Jan2@02 laying down the general
principles and requirements of food law, estahbtighthe European Food Safety
Authority and laying down procedures in mattergonfd safety.

Where reference is made to this paragraph, |l&stisa(1) to (4) and Article 7 of
Decision 1999/468/EC shall apply, having regartheoprovisions of Article 8 thereof.

OJ L 204, 21.7.1998, p. 3.
OJ L 31, 1.2.2002, p. §.

PE 418.771\ 61

EN



EN

Article 22
Expenditure

In order to support the establishment of a harneshpolicy and systems in the field of
sustainable use of pesticides, the Commission mande:

1) the development of a harmonised system includmgppropriate database to gather
and store all information relating to pesticideéiiisdicators, and to make such
information available to the competent authoriteber interested parties and the
general public;

2) the performance of studies necessary for thegoation and development of
legislation, including the adaptation of the Anneré this Directive to technical
progress;

3) the development of guidance and best practaéactlitate the implementation of this
Directive.

Article 23
Transposition
1. Member States shall bring into force the lawgutations and administrative

provisions necessary to comply with this Directoye... .

When Member States adopt those measures, theycenddlin a reference to this
Directive or be accompanied by such a referendb@wccasion of their official
publication. Member States shall determine how satdrence is to be made.

2. Member States shall communicate to the Comnmgkie text of the main provisions
of national law which they adopt in the field coeerby this Directive.

Article24
Entry into force

This Directive shall enter into force on the dajdwing that of its publication in the
Official Journal of the European Union.

Article 25
Addressees

This Directive is addressed to the Member States.

Done at
For the European Parliament For the Council
The President The President

OJ: two years after entry into force of this Directive.
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ANNEX |
Training subjects referred to in Article 5
All relevant legislation regarding pesticidesl @ineir use.

The existence and risks of illegal (counterfelant protection products, and the
methods to identify such products.

The hazards and risks associated with pesticad@show to identify and control them,
in particular:

(@) risks to humans (operators, residents, bystandeople entering treated areas
and those handling or eating treated items) andfaoters such as smoking
exacerbate these risks;

(b) symptoms of pesticide poisoning and first ailsures;

(c) risks to non-target plants, beneficial inseaiifglife, biodiversity and the
environment in general.

Notions on integrated pest management stratege$seghniques, integrated crop
management strategies and techniques, organicrfgnpninciplespiological pest
control methodsjnformation on the general principles and crogextor-specific
guidelines for integrated pest management.

Initiation to comparative assessment at user l@vkelp professional users make the
most appropriate choices on pesticides with thst Igide effects on human health,
non-target organisms and the environment amorauélorised products for a given
pest problem, in a given situation.

Measures to minimise risks to humans, non-targgarasms and the environment: safe
working practices for storing, handling and mixjmegsticides, and disposing of empty
packaging, other contaminated materials and supg#ascides (including tank mixes),
whether in concentrate or dilute form; recommendasg to control operator exposure
(personal protection equipment).

Risk-based approaches which take into account tbeall water extraction variables
such as climate, soil and crop types, and relieves.

Procedures for preparing pesticide applicationgygant for work, including its
calibration, and for its operation with minimumkssto the user, other humans, non-
target animal and plant species, biodiversity &edenvironmentncluding water
resources

Use of pesticide application equipment and itsmegiance, and specific spraying
techniques (e.g. low-volume spraying, low-drift nles), as well as the objectives of
the technical check of sprayers in use and wayspoove spray qualitySpecific risks
linked to use of handheld pesticide application ¢gment or knapsack sprayers and
the relevant risk management measures.
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10.

11.

12.

13.

Emergency action to protect human health, therenmentincluding water resources
in case of accidental spillage and contaminadiot extreme weather events that
would result in pesticide leaching risks.

Special care in protection areas establishedlenArticles 6 and 7 of Directive
2000/60/EC.

Health monitoring and access facilities to reportany incidents or suspected
incidents.

Record keeping of any use of pesticides, in a@urd with the relevant legislation.
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ANNEX I

Health and safety and environmental requiremerdsimg to
the inspection of pesticide application equipment

The inspection of pesticide application equipmdratiscover all aspects important to achieve a
high level of safety and protection of human healtd the environment. Full effectiveness of
the application operation should be ensured byarpprformance of devices and functions of
the equipment to guarantee the following objectmesmet.

The pesticide application equipment must functerably and be used properly for its
intended purpose ensuring that pesticides candaeately dosed and distributed. The
equipment must be in such a condition as to bedfiind emptied safely, easily and completely
and prevent leakage of pesticides. It must perasy@nd thorough cleaning. It must also
ensure safe operations, and be controlled and Epabeing immediately stopped from the
operator's seat. Where necessary, adjustmentso@gsinple, accurate and capable of being
reproduced.

Particular attention should be paid to:

1) Power transmission parts

The power take-off drive shaft guard and the gudrithe power input connection shall
be fitted and in good condition and the protectiegices and any moving or rotating
power transmission parts shall not be affectediéir ttunction so as to ensure
protection of the operator.

2) Pump

The pump capacity shall be suited to the needseoétjuipment and the pump must
function properly in order to ensure a stable aiidile application rate. There shall
be no leakages from the pump.

3) Agitation

Agitation devices must ensure a proper recircutaitnoorder to achieve an even
concentration of the whole volume of the liquidaspmixture in the tank.

4) Spray liquid tank

Spray tanks including indicator of tank contenting devices, strainers and filters,
emptying and rinsing systems, and mixing devicedl giperate in such a way as to
minimise accidental spillage, uneven concentratiistribution, operator exposure and
residual content.

5) Measuring systems, control and regulation system

All devices for measuring, switching on and off amjusting pressure and/or flow rate
shall be properly calibrated and work correctly #mete shall be no leakages. Control
of pressure and operation of pressure adjustmemntageshall be easily possible
during application. Pressure adjustment devicel stantain a constant working
pressure at constant revolutions of the pump, deeroto ensure that a stable volume
application rate is applied.
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6)

7)

8)

9)

10)

11)

Pipes and hoses

Hoses and pipes shall be in proper condition todagisturbance of liquid flow or
accidental spillage in case of failure. There shalho leakages from pipes or hoses
when run with the maximum obtainable pressureHergystem.

Filtering

In order to avoid turbulence and heterogeneitypiag patterns, filters shall be in good
condition and the mesh size of the filters shaltegpond to the size of nozzles fitted
on the sprayer. Where applicable the filter bloekenglication system shall operate
correctly.

Spray boom (for equipment spraying pesticidemians of a horizontally positioned
boom, located close to the crop or the materigttreated)

The spray boom must be in good condition and stakddl directions. The fixation
and adjustment systems and the devices for danypiimgended movements and slope
compensation must work correctly.

Nozzles

Nozzles must work properly to control dripping whsgraying stops. To ensure
homogeneity of the spray pattern, the flow rateath individual nozzle shall not
deviate significantly from the data of the flowedables provided by the
manufacturer.

Distribution

The transverse and vertical (in case of applicatiarvertical crops) distribution of the
spray mixture in the target area must be even, evtedevant.

Blower (for equipment distributing pesticidgsdir assistance)

The blower must be in good condition and must enawstable and reliable air stream.
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ANNEX Il
General principles of Integrated Pest Management

The prevention and/or suppression of harmfulaoigms should be achieved or
supported among other options especially by:

- crop rotation,

- use of adequate cultivation techniques (e.de sieedbed technique, sowing
dates and densities, under-sowing, conservatiagéi pruning and direct

sowing),

- use, where appropriate, of resistant/toleraliivesis and standard/certified seed

and planting material,
- use of balanced fertilisation, liming and irtiga/drainage practices,

- preventing the spreading of harmful organisméyyyiene measures (e.g. by

regular cleansing of machinery and equipment),

- protection and enhancement of important berafariganisms, e.g. by adequate
plant protection measures or the utilisation ofl@gical infrastructures inside

and outside production sites.

Harmful organisms must be monitored by adegunetihods and tools, where
available. Such adequate tools should include whtens in the field as well as
scientifically sound warning, forecasting and ealiggnosis systems, where feasible,
as well as the use of advice from professionallglifjed advisors.

Based on the results of the monitoring the mitmal user has to decide whether and
when to apply plant protection measures. Robustarhtifically sound threshold
values are essential components for decision makioigharmful organisms threshold
levels defined for the region, specific areas, srapd particular climatic conditions
must be taken into account before treatments, wieasble.

Sustainable biological, physical and other nbarsical methods must be preferred to
chemical methods if they provide satisfactory mesttrol.

The pesticides applied shall be as specifiaoasiple for the target and shall have the
least side effects on human health, non-targetnesges and the environment.

The professional user should keep the use ¢iciess and other forms of intervention
to levels that are necessary, e.g. by reduced desheced application frequency or
partial applications, considering that the levetisk in vegetation is acceptable and
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they do not increase the risk for development sistance in populations of harmful
organisms.

7. Where the risk of resistance against a plarteptimn measure is known and where the
level of harmful organisms requires repeated appba of pesticides to the crops,
available anti-resistance strategies should bdexppd maintain the effectiveness of
the products. This may include the use of multg@sticides with different modes of
action.

8. Based on the records on the use of pesticidésmathe monitoring of harmful
organisms the professional user should check tbeess of the applied plant
protection measures.
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ANNEX IV
Harmonised risk indicators
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P6_TA-PROV(2009)0011

Placing of plant protection products on the market**||

European Parliament legislative resolution of 13 Jauary 2009 on the Council common
position for adopting a regulation of the EuropearnParliament and of the Council on the
placing of plant protection products on the marketand repealing Council Directives
79/117/EEC and 91/414/EEC (11119/8/2008 — C6-032®2 — 2006/0136(COD))

(Codecision procedure: second reading)

The European Parliament,

having regard to the Council common position (1&/2008 — C6-0326/2008)

having regard to its position at first readiog the Commission proposal to Parliament and
the Council (COM(2006)0388),

having regard to the amended Commission progGsM(2008)0093),
having regard to Article 251(2) of the EC Treaty,
having regard to Rule 62 of its Rules of Procedur

having regard to the recommendation for secoading of the Committee on the
Environment, Public Health and Food Safety (A6-02008),

Approves the common position as amended,;

Instructs its President to forward its positiorihe Council and Commission.

1
2

0OJ C 266 E, 21.10.2008, p. 1.
0OJ C 263 E, 16.10.2008, p.181.
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P6_TC2-COD(2006)0136
Position of the European Parliament adopted at seod reading on 13 January 2009 with
a view to the adoption of Regulation(EC) No .../2009f the European Parliament and of

the Council concerning the placing of plant protedgbn products on the market and
repealing Council Directives 79/117/EEC and 91/41BEC

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EURREAN UNION,

Having regard to the Treaty establishing the Euaop@ommunity, and in particular
Articles 37(2), 95 and 152(4)(lihereof,

Having regard to the proposal from the Commission,

Having regard to the opinion of the Economic andi&lcCommitted

Having regard to the opinion of the Committee @ Region$

Acting in accordance with the procedure laid dowriticle 251 of the Treafy

Whereas:

(1) Council Directive 91/414/EEC of 15 July 199Incerning the placing of plant protection
products on the marKeprovides for rules governing plant protection pret$ and the
active substances contained in those products.

(2) Following the progress report presented byGbexmission under Directive 91/414/EEC,
the European Parliament by its Resolution of 30 N28pZ and the Council in its
Conclusions of 12 December 2001 asked the Commiss$@ review Directive

91/414/EEC and identified a number of issues ferGommission to address.

(3) In the light of the experience gained from &pplication of Directive 91/414/EEC and of
recent scientific and technical developments, Ehedctive should be replaced.

(4) By way of simplification, the new act should@lrepeal Council Directive 79/117/EEC
of 21 December 1978 prohibiting the placing on ttie@rket and use of plant protection
products containing certain active substahces

1 0JC175,27.7.2007, p. 44.

2 0J C 146, 30.6.2007, p. 48.

3 Opinion of the European Parliament of 23 Octol@$72(0J C 263 E, 16.10.2008, p. 181),
Council Common Position db September 2008 (not yet published in the Official Journal) and
European Parliament Position of J&wary 2009 (OJ C 266 E, 21.10.2008, p. 1).

4 0JL230,19.8.19991, p. 1.

®>  0JC187E, 7.8.2003, p. 173.

6 OJ L 33, 8.2.1979, p. 36.
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(5)

(6)

(7)

(8)

(9)

(10)

(11)

(12)

To simplify application of the new act and twsare consistency throughout the Member
States, it should take the form of a Regulation.

Plant production has a very important placthexCommunity. One of the most important
ways of protecting plants and plant products agdiasmful organisms, including weeds,
and of improving agricultural production is the usglant protection products.

Plant protection products can however also haea-beneficial effects on plant
production. Their use may involve risks and hazdals humans, animals and the
environment, especially if placed on the marketwiit having been officially tested and
authorised and if incorrectly used.

The purpose of this Regulatior|i$o ensure a high level of protection of both huraad
animal health and the environment and at the saneetb safeguard the competitiveness
of Community agriculture. Particular attention skibde paid to the protection of
vulnerable groups of the population, including pragt women, infants and children. The
precautionary principle should be applied and Regulation should ensure that industry
demonstrates that substances or products produceideed on the market do not have
any harmful effect on human or animal health or amacceptable effects on the
environment.

In order to remove as far as possible obstadesade in plant protection products
existing due to the different levels of protectionthe Member States, this Regulation
should also lay down harmonised rules for the approval of actsubstances and the
placing on the market of plant protection produatgluding the rules on the mutual
recognition of authorisations and on parallel tratlee purpose of this Regulation is thus
to increase the free movement of such productsaaadability of these products in the
Member States.

Substances should only be included in plamteotion products where it has been
demonstrated that they present a clear benefippfant production and they are not
expected to have any harmful effect on human omahihealth or any unacceptable
effects on the environment. In order to achievestnae level of protection in all Member
States, the decision on acceptability or non-aedsity of such substances should be
taken at Community level on the basis of harmonisg@ria. These criteria should be
applied for the first approval of an active substamnder this Regulation. For active
substances already approved, the criteria shouldppiied at the time of renewal or
review of their approval.

The development of non-animal test methodsdddbe promoted in order to produce
safety data relevant to humans and to replaggmal studies currently in use.

In the interest of predictability, efficiency andnsistency, a detailed procedure should be
laid down for assessing whether an active substeacde approved. The information to
be submitted by interested parties for the purposegproval of a substance should be
specified. In view of the amount of work connecteith the approval procedure, it is
appropriate that the evaluation of such informaten performed by a Member State
acting as a rapporteur for the Community. To enstoesistency in evaluation, an
independent scientific review should be performed the European Food Safety
Authority established by Regulation (EC) No 178/2@8 the European Parliament and
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(13)

(14)

(15)

(16)

(17)

(18)

(19)

the Council of 28 January 2002 laying down the gangrinciples and requirements of
food law, establishing the European Food Safetyhéuity and laying down procedures
in matters of food safetyhereinafter referred to as "the Authority". lbskd be clarified
that the Authority performs a risk assessment wkils Commission should perform the
risk management and take the final decision oncimeasubstance. Provisions should be
included to ensure transparency of the evaluationgss.

For ethical reasons, the assessment of an aath&asce or a plant protection product
should not be based on tests or studies involvingydeliberate administration of the
active substance or plant protection product to dnsrwith the purpose of determining a
human "no observed effect level" of an active sast. Similarly, toxicological studies

carried out on humans should not be used to lower dafety margins for active

substances or plant protection products.

To speed up the approval of active substancest deadlines should be established for
the different procedural steps.

In the interest of safety, the approval period dotive substances should be limited in
time. The approval period should be proportionahi possible risks inherent in the use
of such substances. Experience gained from thealagge of plant protection products
containing the substances concerned and any deweldp in science and technology
should be taken into account when any decisionrdagg the renewal of an approval is
taken.The renewal of the approval should be for a perindt exceeding fifteen years.

The possibility of amending or withdrawing the epgl of an active substance in cases
where the criteria for approval are no longer §iatis or where compliance with
Directive 2000/60/EC of the European Parliament amd the Council of 23 October
2000 establishing a framework for Community action the field of water polic§ is
compromisedshould be provided farnder certain conditions.

The evaluation of an active substance may revedlit presents considerably less of a
risk than other substances. In order to favouritickision of such a substance in plant
protection products, it is appropriate to identsfych substances and to facilitate the
placing on the market of plant protection produaistaining themincentives should be
given for placing on the market of low risk plantgtection products.

Certain substances which are not predominantlg aseplant protection products may be
of value for plant protection, but the economicerest of applying for approval may be
limited. Therefore, specific provisions should emsthat such substances, as far as their
risks are acceptable, may also be approved fot pkatection use.

Some active substancesth certain propertiesshould be identified at Community level
as candidates for substitution. Member States dheagularlyexamine plant protection
products containing such active substanegth the aim of replacing them by plant
protection products containing active substanceswiequire less risk mitigatioor by
non-chemicalcontrol or prevention methaosl

OJ L 31, 1.2.2002, p. 1.
OJ L 327, 22.12.2000, p. 1.
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(20)

(21)

(22)

(23)

(24)

(25)

(26)

(27)

(28)

(29)

In certain Member States non-chemical control oevention methods, which are
significantly safer for human, animal health or fiee environment, have been established
and generally applied for certain uses. In exceplicases Member States should also be
able to apply the comparative assessment wheniggeethorisation for plant protection
products.

In addition to active substances, plant protecwoducts may contain safeners or
synergists for which similar rules should be pr@ddThe technical rules necessary for
the evaluation of such substances should be estelli Substances currently on the
market should only be evaluated after those prongshave been established.

Plant protection products may also contain co-fdamts. It is appropriate to provide a
list of co-formulants which should not be includaglant protection products.

Plant protection products containing active sulsta can be formulated in many ways
and used on a variety of plants and plant produatsler different agricultural, plant
health and environmental (including climatic) cdiafis. Authorisations for plant
protection products should therefore be grantetflbsnber States.

The provisions governing authorisation must ensureigh standard of protection. In
particular, when granting authorisations of plandtection products, the objective of
protecting human or animal health and the envirorinshould take priority over the
objective of improving plant production. Therefore,should be demonstrated, before
plant protection products are placed on the matket, they present a clear benefit for
plant production and do not have any harmful efeechuman or animal health, including
that of vulnerable groups, or any unacceptablectffen the environment.

In the interest of predictability, efficiency armbnsistency, criteria, procedures and
conditions for the authorisation of plant protegtiproducts should be harmonised,
account being taken of the general principles otgmtion of human and animal health
and the environment.

In case the decision on approval cannot be fiedlsithin the period of time provided for

due to reasons not falling under the responsibaftthe applicant, Member States should
be able to grant the provisional authorisationsddimited period of time in order to

facilitate the transition to the approval procedprevided for under this Regulation. In

the light of the experience gained with the appr@fahe active substances under this
Regulation, the provisions on provisional authditse should cease to apply or be
extended after the period of five years, if necgssa

The active substances contained in a plant protegiroduct can be produced by
different manufacturing processes, leading to hffiees in specifications. Such
differences may have safety implications. For efficy reasons, a harmonised procedure
at Community level should be provided for the ass®snt of those differences.

Good administrative cooperation between MemBeates should be increased during
all steps of the authorisation procedure.

The principle of mutual recognition is one of theans of ensuring the free movement of
goods within the Community. To avoid any duplicatiof work, to reduce the
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administrative burden for industry and for Membeaat&s and to provide for more
harmonised availability of plant protection prodyctuthorisations granted by one
Member State should be accepted by other Memb&FsSidhere agricultural, plant health
and environmental (including climatic) conditiongse acomparable. Therefore, the
Community should be divided into zones with sucimparable conditions in order to
facilitate such mutual recognition. However, enairental or agricultural circumstances
specific to the territory obne or moréelember Statgmight require that, on application,
Member States recognise an authorisation issueshbther Member State, amend it or
refrain from authorising the plant protection protlun their territory, if justified because
of specificenvironmental oragricultural circumstances or if the high levelpobtection
of both human and animal health and the environmenout in this Regulatiotannot be
achieved Appropriate conditions may also be imposed with aedjto the objectives laid
down in the national action plan adopted in accomize with Directive 2009/.../EC of
the European Parliament and of the Council of ... aslishing a framework for
Community action to achieve a sustainable use o§edes”

(30) The economic incentive for industry to apply for authorisation is limited in certain
uses. In order to ensure that diversification oficadfure and horticulture is not
jeopardised by the lack of availability of planbfection products, specific rules should
be established for minor uses.

(31) When identical plant protection products are angied in different Member States, a
simplified procedure for granting a parallel trgogermit should be provided for in this
Regulation, in order to facilitate the trade betwdéember States of such products.

(32) In exceptional cases, Member States should beipednio authorise plant protection
products not complying with the conditions provided in this Regulation, where it is
necessary to do so because of a danger or thre&rbproductioror ecosystemwhich
cannot becontained by any otherreasonablemeans. Suchemporary authorisations
should be reviewed at Community level.

(33) Community seeds legislation provides for free nmoeet of seeds within the Community
but does not contain a specific provision conceyrsaeds treated with plant protection
products. Such a provision should therefore beudwd in this Regulation. If treated
seeds constitute a serious risk to human or arteakth or to the environment, Member
States should have the possibility of taking thetgutive measures.

(34) To promote innovation, special rules should baldisthed permitting the use of plant
protection products in experiments even where Haeae not yet been authorised.

(35) In order to ensure a high level of protection affan health and the environment, plant
protection products should be used propeity accordance with their authorisation,
having regard to the principles of integrated peahagemerdnd giving priority to non-
chemical and naturalalternatives wherever possibl&he Council should include in the
statutory management requirement referred tdnnex Il of Council Regulation (EC)
No 1782/2003 of 29 September 2003 establishing commules for direct support

OJL ..
Note toOJ: Please insert number and date of the Directieferred to as well as publication
references.
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(36)

(37)

(38)

(39)

(40)

schemes under the common agricultural policy amabéshing certain support schemes
for farmers, the principles of integrated pest management,udicl good plant
protection practiceand non-chemical methods of plant protection and pestdacrop
management

In addition to this Regulation a thematic strategythe sustainable use of pesticides was
adopted as well as Directiv2009/.../EC | [establishing a framework for Community
action to achieve a sustainable use of pesti(,J deés)n order to achieve coherence
between these instruments, the user should knaw e product label where, when and
under what circumstances a plant protection proohast be used.

A system of exchange of information should beldstlaed. Member States should make
available to each other, the Commission and thénaty the particulars and scientific
documentation submitted in connection with appiae for authorisation of plant
protection products.

Adjuvants may be used to increase the efficacya gilant protection product. Their
placing on the market or use should be forbidderre/tthey contain a co-formulant
which has been prohibited. The technical rules sy for the authorisation should be
established.

Studies represent a major investment. This investrshould be protected in order to
stimulate research. For this reason, stydidser than those involving tests on vertebrate
animals, which are subject to obligatory data shagi lodged by one applicant with a
Member State should be protected against use bthenapplicant. This protection
should, however, be limited in time in order toowall competition. It should also be
limited to studies which are genuinely necessany rigulatory purposes, to avoid
applicants artificially extending the period of fgation by submitting new studies which
are not necessarBusiness operators, in particular small and mediwized enterprises,
should have the same opportunities in respect ofrked access.

The use of non-animal test methods and other risksassment strategies should be
promoted. Animal testing for the purposes of thisgulation should be minimised and
tests on vertebrates should be undertaken as afasobrt. In accordance with Council
Directive 86/609/EEC of 24 November 1986 on the apgmation of laws, regulations
and administrative provisions of the Member Stategjarding the protection of animals
used for experimental and other scientific purpo8etests on vertebrate animals must
be replaced, restricted or refined. Thereforeyles should be laid down to avoid
duplicative tests andduplication of tests on vertebrateshould be prohibitediFor the
purpose of developing new plant protection prodydtsere should be an obligation to
allow access to studies on vertebrates on reasomatshsand the results and the costs
of tests and studies on animals should be sharkdorder to allow operators to know
what studies have been carried out by others, MerStsges should keep a list of such
studies even where they are not covered by theeatystem of compulsory access.

0OJ L 270, 21.10.2003, p. 1.
Note to OJ: please insert numier
OJ L 358, 18.12.1986, p. 1.
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(41) As different rules are applied by Member Staths, Commission and the Authority in
relation to access to and confidentiality of docuotagit is appropriate to clarify the
provisions concerning access to information comigim the documents in the possession
of these authorities and the confidentiality ofstaelocuments.

(42) Directive 1999/45/EC of the European Parliamert ahthe Council of 31 May 1999
concerning the approximation of the laws, reguteti@and administrative provisions of
the Member States relating to the classificaticackpging and labelling of dangerous
preparationsapplies to the classification, packaging and ligebf pesticides. However,
to further improve the protection of users of plamtection products, of consumers of
plants and plant products and of the environmanthér specific rules are appropriate
which take account of the specific conditions o 0§ plant protection products.

(43) To ensure that advertisements do not mislead wdeptant protection productsr the
public, it is appropriate to lay down rules on the adserg) of those products.

(44) Provisions on record-keeping and information alibatuse of plant protection products
should be established in order to raise the lefspratection of human and animal health
and the environment by ensuring the traceabilitypotiential exposure, to increase the
efficiency of monitoring and control and to redule costs of monitoring water quality.

(45) Provisions on control and inspection arrangemeiitts regard to the marketing and use
of plant protection products should ensure corregte and harmonised implementation
of the requirements laid down in this Regulationomter to achieve a high level of
protection of both human and animal health andetheronment.

(46) Regulation (EC) No 882/2004 of the European Pasiat and of the Council of
29 April 2004 on official controls performed to ems the verification of compliance with
feed and food law, animal health and animal welfates provides for control measures
for the use of plant protection products at algetaof the production of food, including
record-keeping on the use of plant protection petgluSimilar rules on monitoring and
controls relating to the storage and use of plaotegtion products not covered by
Regulation (EC) No 882/2004 should be adopted byGbmmissionThe bureaucratic
burden on farmers should be as limited as possible.

(47) The measures provided for in this Regulation showd@ply without prejudice tather
Community legislation, in particulaDirective 2009/.../EC [establishing a framework
for Community action to achieve a sustainable udepesticides], Directive 2000/60/EC,
Regulation (EC) No 396/2005 of the European Pasdimand of the Council of
23 February 2005 on maximum residue levels of pests in or on food and feed of plant
and animal origif andl Community legislation on the protection of workarsl anyone
concerned with the contained use and deliberateasel of genetically modified
organisms.

0OJ L 200, 30.7.1999, p. 1.

0OJ L 165, 30.4.2004, p. 1 (corrected version inQ91, 28.5.2004, p. 1).
Note toOJ: please insert number.

OJ L 70, 16.3.2005, p. 1.
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(48)

(49)

(50)

(51)

(52)

(53)

(54)

(55)

(56)

(57)

It is necessary to establish procedures for thept@mh of emergency measures in
situations where an approved active substancdeaesaa synergist or a plant protection
product is likely to constitute a serious risk torian or animal health or the environment.

Member States should lay down rules on penaligsdiaable to infringements of this
Regulation and should take the measures necessangtire that they are implemented.

General civil and criminal liability in the Membé&tates of the manufacturer and, where
applicable, of the person responsible for placing plant protection product on the
market or using it should remain applicable.

Member States should have the possibility of redoyg the costs of the procedures
associated with the application of this Regulafram those seeking to place, or placing,
plant protection products or adjuvants on the ntadgtel from those applying for the
approval of active substances, safeners or synergis

Member States should designate the necessaryabtiompetent authorities.

The Commission should facilitate the applicatidntlis Regulation. Therefore, it is
appropriate to provide for the necessary financedources and the possibility of
amending certain provisions of this Regulationha light of experience or of developing
technical notes for guidance.

The measures necessary for the implementatiohi®fRegulation should be adopted in
accordance with Council Decision 1999/468/EC of R#he 1999 laying down the
procedures for the exercise of implementing powerserred on the Commissibn

In particular, the Commission should be empowdreddoptharmonised methods to
determine the nature and quantity of active substas, safeners and synergists, and
where appropriate of relevant impurities and co-foulants, maximum quantities of
plant protection products to be releaseahd to adoptRegulations concerning labelling
requirements, controls and rules for adjuvantsaldishing a work programme for
safeners and synergists, including their data reqments, postponing the expiry of the
approval period, extending the date for provisiamghorisations, setting the information
requirements for parallel trade and on inclusior@formulants, as well as amendments
to the Regulations on data requirements and oroumifprinciples for evaluation and
authorisation and to the Annexes. Since those messare of general scope and are
designed to amend non-essential elements of thgsllR®n, inter alia by supplementing
it with new non-essential elements, they must beptatl in accordance with the
regulatory procedure with scrutiny provided forAirticle 5a of Decision 1999/468/EC.

On grounds of efficiency, the normal time-limiter fthe regulatory procedure with
scrutiny should be curtailed for the adoption ®egulation postponing the expiry of the
approval period for a period sufficient to examine application.

Furthermore, it is appropriate to transfer certairrent provisions set out in the Annexes
to the Directive 91/414/EEC into separate legaltrumsents to be adopted by the
Commission within 18 months after the entry intocé of this Regulation. Since these

1

OJ L 184, 17.7.1999, p. 23.
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current provisions should be, as a first step,sfiemed into new legal instruments and
thus be adopted without any substantial modificatibe advisory procedure is the most
appropriate.

(58) It is also appropriate to use the advisory procedio adopt some purely technical
measures, in particular technical guidelines imwié their non-binding character.

(59) Certain provisions of Directive 91/414/EEC shouledmain applicable during the
transitional period,

HAVE ADOPTED THIS REGULATION:

CHAPTER |
GENERAL PROVISIONS

Article 1
Subject matteand purpose

1. This Regulation lays down rules for the authormatof plant protection products in
commercial form and for their placing on the markese and control within the
Community.

2. This Regulation lays down both rules for the appf@f active substances, safeners and
synergists, which plant protection products contairconsist of, and rules for adjuvants
and co-formulants.

3.  The purpose of this Regulation is to ensure @thlevel of protection of both human
and animal health and the environment and to impethe functioning of the internal
market through the harmonisation of the rules onéhplacing on the market of plant
protection products including active substances, ih improving agricultural
production.

4. Its provisions are underpinned by the precautéry principle in order to ensure that
active substances or products placed on the marletnot adversely affect human
health or the environment. In particular, Member &tes shall not be prevented from
applying the precautionary principle where theressientific uncertainty as to the risks
with regard to human, animal health or the envirorent posed by the plant protection
products to be authorised in their territory.

Article 2
Scope

1. This Regulation shall apply to products, in tbem in which they are supplied to the
user, consisting of or containing active substansateners or synergists, and intended
for one of the following uses:
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(@)

(b)

(©)

(d)

(e)

protecting plants or plant products againshabmful organisms or preventing the
action of such organisms, unless the main purpbteese products is considered to
be for reasons of hygiene rather than for the ptimte of plants or plant products;

influencing the life processes of plants, sastsubstances influencing their growth,
other than as a nutrient;

preserving plant products, insofar as suchtamogs or products are not subject to
special Community provisions on preservatives;

destroying undesired plants or parts of plamkeept algae unless the products are
applied on soil or water to protect plants;

checking or preventing undesired growth of fdaxcept algae unless the products
are applied on soil or water to protect plants.

These products are referred to hereinafter as t'plaection products”.

2. This Regulation shall apply to substances, ohaly micro-organisms having general or
specific action against harmful organisms or omigaparts of plants or plant products,
hereinafter referred to as "active substances".

3. This Regulation shall apply to the following:

(@)

(b)

(€)

(d)

substances or preparations which are added pdamt protection product to
eliminate or reduce phytotoxic effects of the planbtection product on certain
plants, hereinafter referred to as "safeners”;

substances or preparations which, while showiangor only weak activity as
referred to in paragraph 1, can give enhancedigctiovthe active substance(s) in a
plant protection product, hereinafter referredsdsynergists”;

substances or preparations which are used tended to be used in a plant
protection product or adjuvant, but are neitheivacsubstances nor safeners or
synergists, hereinafter referred to as "co-formistan

substances or preparations which consist offoooulants or preparations
containing one or more co-formulants, in the fomwhich they are supplied to the
user and placed on the market to be mixed by tlee with a plant protection
product and which enhance its effectiveness or roghesticidal properties,
hereinafter referred to as "adjuvants".

Article 3
Definitions

For the purposes of this Regulation, the followdgginitions shall apply:

1) ‘residues”
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2)

3)

4)

5)

6)

7)

8)

One or more substances present in or on plantiot products, edible animal products,
drinking water or elsewhere in the environment aesulting from the use of a plant
protection product, including their metabolitesddtdown or reaction products;
"substances"

Chemical elements and their compounds, as theyrataturally or by manufacture,
including any impurity inevitably resulting fromehmanufacturing process;

"preparations”

Mixtures or solutions composed of two or more substances intended f@ragsa plant
protection product or as an adjuvant;

"substance of concern”

Any substance which has an inherent capacity t@secaun adverse effect on humans,
animals or the environment and is present or iglygred in a plant protection product in
sufficient concentration to present risks of sucletiect.

Such substances include, but are not limited tbstaunces meeting the criteria to be
classified as dangerous in accordance with Coubicégctive 67/548/EECof 27 June
1967 on the approximation of laws, regulations addhinistrative provisions relating to
the classification, packaging and labelling of demogs substancksand present in the
plant protection product at a concentration leadihg product to be regarded as
dangerous within the meaning of Article 3 of Direet1999/45/EC;

"plants™

Live plants and live parts of plants, includingsinefruit, vegetables and seeds;

"plant products”

Products of plant origin in unprocessed state ovinga undergone only simple
preparation, such as milling, drying or pressing, dxcluding plants;

"harmful organisms"

Any species, strain or biotype belonging to themaikingdom or plant kingdom or
pathogenic agent injurious to plants or plant pobstu

"non-chemical methods”
Alternative methods to chemical pesticides for plgmotection and pest management,

based on agronomic techniques such as those refirte in annex Ill. 1 of the
Directive 2009/.../EC™establishing a framework for Community action tochieve a

0J 196, 16.8.1967, p. 1.
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9)

10)

11)

12)

13)

(14)

15)

16)

sustainable use of pesticides], or physical, meciah or biological pest control
methods.

"placing on the market"

The holding for the purpose of sale within the Camity, including offering for sale or
any other form of transfer, whether free of chaogaot, and the sale, distribution, and
other forms of transfer themselves, but not tharreto the previous seller. Release for
free circulation into the territory of the Commuynghall constitute placing on the market
for the purposes of this Regulation;

"authorisation of a plant protection product”

Administrative act by which the competent authoofya Member State authorises the
placing on the market of a plant protection produdts territory;

"producer”

A person who manufactures plant protection produetdive substances, safeners,
synergists, co-formulants or adjuvants on his cwvrwho contracts this manufacturing to
another party, or a person designated by the metwé as his sole representative for
the purpose of compliance with this Regulation;

“letter of access"

An original document by which the owner of datatpoted under this Regulation agrees
to the use of such data under the specific terrdscanditions by the competent authority
for the purpose of granting an authorisation ofeampprotection product or an approval of
an active substance, synergist or safener forenefit of another applicant;
"environment”

Waters (including ground, surface, transitionalastal and marine), sediment, soil, air,
land, wild species of fauna and flora, and anyrretationship between them, and any
relationship with other living organisms;

"vulnerable groups”

Persons needing specific consideration when assegshe acute and chronic health
effects of plant protection products. These inclugeegnant and nursing women,
unborng infants and children, the elderly and workers andsidents subject to high
pesticide exposure over the long term;

"micro-organisms”

Any microbiological entity, including lower fungind viruses, cellular or non-cellular,
capable of replication or of transferring genetiatenial;

"genetically modified organisms"
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Organisms in which the genetic material has beeereal within the meaning of
Article 2(2) of Directive 2001/18/EC of the EuropeRarliament and of the Counait
12 March 2001 on the deliberate release into ther@amment of genetically modified
organismy

17) "zone"
Group of Member States as defined in Annex I;

For the purpose of use in greenhouses, as postdtareatment, for treatment of empty
storage rooms and for seed treatment the zone naflames defined in Annex I,

18) "good plant protection practice"
Practice whereby the treatments with plant provecproducts applied to given plants or
plant products, in conformity with the conditionktheir authorised uses, are selected,
dosed and timed to ensure acceptable efficacy thighminimum quantity necessary,
taking due account of local conditions and of tlegibilities for cultural and biological
control;

19) "good laboratory practice"
Practice as defined in point 2.1 of Annex | to Diree 2004/10/ECof the European
Parliament and of the Council of 11 February 200 tlbe harmonisation of laws,
regulations and administrative provisions relatinghe application of the principles of
good laboratory practice and the verification adithapplications for tests on chemical
substances (codified versién)

20) "good experimental practice"

Practice in accordance with the provisions of Easwp and Mediterranean Plant
Protection Organisation (EPPQO) Guidelines 181 &#] 1

21) "data protection”

The temporary right of the owner of a test or stuglyort to prevent it being used for the
benefit of another applicant;

(22) "rapporteur Member State"

The Member State which undertakes the task of ewilng an active substance, or
safener, or synergist;

(23) "tests and studies"

Investigations or experiments whose purpose is teteimine the properties and
behaviour of an active substance or of plant prdiea products, predict exposure to

! 0JL 106, 17.4.2001, p. 1.
2 0JL50,20.2.2004, p. 44.

PE 418.771\ 83

EN



EN

24)

25)

26)

27)

28)

29)

30)

31)

active substances and/or their relevant metabolitdstermine safe levels of exposure
and establish conditions for the safe use of plambtection products;

"authorisation holder"
Any natural or legal person holding an authorisatba plant protection product;
"professional user"

Professional user as defined in Article 3(1) of eédtive 2009/.../EC [establishing a
framework for Community action to achieve a sustainable use of pesticides]

"minor use"

Use of a plant protection product in a particularivber State on plants or plant products
which are:

(@ not widely grown in that Member State, or

(b) widely grown to meet an exceptional plant pctt need;

"greenhouse”

A walk-in, static, closed place of crop productwith a usually translucent outer shell,
which allows controlled exchange of material anergg with the surroundings and
prevents release of plant protection productstimoenvironment.

For the purpose of this Regulation, closed plad¢gdamt production where the outer shell
is not translucent (e.g. for production of mushrgoon witloof) are also considered as
greenhouses;

"post-harvest treatment”

Treatment of plants or plant products after hariresin isolated space where no run-off is
possible, for example in a warehouse;

"biodiversity"

Variability among living organisms from all sourcescluding terrestrial, marine and
other aquatic ecosystems and the ecological corepl@t which they are part; this
variability may include diversity within speciegtiveen species and of ecosystems;

"competent authority”

Any authority or authorities of a Member State mespble for carrying out the tasks
established under this Regulation;

"advertisement"

O
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32)

33)

A means of promoting the sale or use of plant ptaie products (to anyone other than
the authorisation holder, the person placing tlatgbrotection product on the market and
their agents) by printed or electronic media,

"metabolite"

Any metabolite or a degradation product of an &®ubstance, safener or synergist,
formed either in organisms or in the environment.

A metabolite is deemed relevant if there is a rea®oassume that it has comparable
intrinsic properties as the parent substance mdef its biological target activity, or that
it poses a higher or comparable risk to organidmasa the parent substance or that it has
certain toxicological properties that are consideumacceptable. Such a metabolite is
relevant for the overall approval decision or toe tefinition of risk mitigation measures;

"impurity"

Any component other than the pure active substandéor variant which is present in the
technical material (including originating from th@anufacturing process or from
degradation during storage);

CHAPTER I
ACTIVE SUBSTANCES, SAFENERS, SYNERGISTS AND CO-FORMANTS

SECTION 1
ACTIVE SUBSTANCES

SUBSECTION 1
REQUIREMENTS AND CONDITIONS FOR APPROVAL

Article 4
Approval criteria for active substances

An active substance shall be approved in acoadaith Annex Il if it may be expected,
in the light of current scientific and technicaldwiedge, that, taking into account the
approval criteria set out in points 2 and 3 of tAanex, plant protection products
containing that active substance meet the requmesn@ovided for in paragraphs 2 and
3.

The assessment of the active substance shalkegtablish whether the approval criteria
set out in points 3.6.2 to 3.6.4 and 3.7 of Annkark satisfied. If these criteria are
satisfied the assessment shall continue to establiether the other approval criteria set
out in points 2 and 3 of Annex Il are satisfied.

The residues of the plant protection produasisequent on application consistent with
good plant protection practice and having regarce#distic conditions of use, shall meet
the following requirements:
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(@ they shall not have any harmful effects on hurhaalth, including vulnerable
groups, or animal health, taking into account knosamulative and synergistic
effects where thescientific methodsaccepted by the Authorityo assess such
effects arevailable or on groundwater;

(b) they shall not have any unacceptable effedherenvironment.
For residues which are of toxicological, ecotoxogptal, environmental or drinking

water relevance, there shall be methods in genes®lfor measuring them. Analytical
standards shall be commonly available.

3. A plant protection product, consequent on appbn consistent with good plant

protection practice and having regard to realistimditions of use, shall meet the
following requirements:

(@) it shall be sufficiently effective;

(b) it shall have no immediate or delayed harmfiée on humarhealth, including
for vulnerable groupsor animal health, directly or through drinking wafeaking
into account substances resulting from water treatjn food, feed or air, or
consequences in the workplace or through otherantleffects, taking into account
known cumulative and synergistic effects wheredtientific methodsaccepted by
the Authorityto assess such effects arailable or on groundwater;

(c) it shall not have any unacceptable effectslantp or plant products;

(d) it shall not cause unnecessary suffering aml fpavertebrates to be controlled;

(e) it shall have no unacceptable effects on tvr@mment, having particular regard to
the following considerationsvhere the scientific methods accepted by the
Authority to assess such effects are available
(i) its fate and distribution in the environmengriicularly contamination of

surface waters, including estuarine and coasta¢nsagroundwater, air and
soil taking into account locations distant from its usellowing long-
range environmental transportatian

(i) its impact on non-target specjemcluding on the ongoing behaviour of
those species

(i) its impact on biodiversityand the ecosystem;

4.  The requirements of paragraphs 2 and 3 shalevaduated in the light of uniform

principles as referred to in Article 29(6).

5.  For approval of an active substance, paragrapBsand 3 shall be deemed to be satisfied
where this has been established with respect tmopn®re representative uses of at least
one plant protection product containing that actiubstance.
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6. Inrelation to human health, no data collectedhomans shall be used to lower the safety
margins resulting from tests or studies on animals.

7. By way of derogation from paragraph 1, wheretlo® basis of documented evidence
included in the applicatioran active substance is necessary to control ausedianger to
plant health which cannot be contained by otheilava meansncluding non-chemical
methods such active substance may be approved for alimmied periodnecessary to
control that serious danger bubot exceeding five years even if it does not satise
criteria set out in points 3.6.3, 3.6.4, 3.6.5 @.3 of Annex I, provided that the use of
the active substance is subject to risk mitigatioe@asures to ensure that exposure of
humans and the environment is minimised. For sublstances maximum residue levels
shall be set in accordance with Regulation (ECBBI6/2005.

This derogation shall not apply to active substangkich are or have to be classified in
accordance with Directive 67/548/EEC, as carcin@gerategory 1 carcinogenic
category 2 without a thresholaebr toxic for reproduction category 1.

Members States may authorise plant protection protfucontaining active substances
approved in accordance with this paragrapbr/y when it is necessary to control that
serious danger to plant health in their territory.

At the same timdhey shall elaborate a phasing out plan on how tntrol the serious

danger by other means, including non-chemical mettsp and shallforthwith transmit
it to the Commission.

Article 5
First approval
First approval shall be for a period not exceedargyears.
Article 6
Conditions and restrictions

Approval may be subject to conditions and restitgiincluding:

(@) the minimum degree of purity of the active sabse;

(b) the nature and maximum content of certain inti@s:;

(c) restrictions arising from the evaluation of ihéormation referred to in Article 8 taking
account of the agricultural, plant health and esrvinental, including climatic, conditions
in question;

(d) type of preparation;

(e) manner and conditions of application;
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(f)

(¢))
(h)

(i)
()

submission of further confirmatory informatiea Member States, the Commission and
the European Food Safety Authority, hereinafteenrefd to as "the Authority”, where
new requirements are established during the evafugtrocess or as a result of new
scientific and technical knowledge;

designation of categories of users, such a@egsmnal and non-professional;

designation of areas where the use of planeption productsncluding soil treatment
productscontaining the active substance may not be awhdror where the use may be
authorised under specific conditions;

the need to impose risk mitigation measuresraonditoring after use;

any other particular conditions that result nfrathe evaluation of information made
available in the context of this Regulation.

SUBSECTION 2
APPROVAL PROCEDURE

Article 7
Application

An application for the approval of an active stabce or for an amendment to the
conditions of an approval shall be submitted byphemducer of the active substance to a
Member State, hereinafter referred to as "rapporMamber State", together with a
summary and a complete dossier as provided forriiclé 8(1) and (2) or a scientifically
reasoned justification for not providing certaintpaof those dossiers, demonstrating that
the active substance fulfils the approval crit@riavided for in Article 4.

A joint application may be submitted by an assemmbf producers designated by the
producers for the purpose of compliance with thegRation.

The application shall be examined by the MembeteSieoposed by the applicant, unless
another Member State agrees to examine it.

Assessment of an application may be performad é number of Member States
together under a co-rapporteur system.

When submitting his application, the applicant rpaysuant to Article 63equest certain
information, including certain parts of dossierp®kept confidential and shall physically
separate that information.

Member States shall assess the confidentiality egtgu Upon a request for access to
information, the rapporteur Member State shall diecivhat information is to be kept
confidential.

When submitting his application the applicant Ehtlthe same time join a complete list
of tests and studies submitted pursuant to Ar8¢l) and a list of any claims for data
protection pursuant to Article 59.
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When assessing the application the rapporteur Mei8tate may at any time consult the
Authority.

Article 8
Dossiers

The summary dossier shall include the following:

(@)

(b)

(©)

(d)

(€)

(f)

)

(h)

information with respect to one or more repnésteve uses on a widely grown crop
in each zone of at least one plant protection prbdontaining the active substance,
demonstrating that the approval criteria providedih Article 4 are met; where the
information submitted does not cover all zones @ncern a crop which is not
widely grown, justification for this approach;

for each point of the data requirements forabgve substance, the summaries and
results of tests and studies, the name of theireovand of the person or institute
that has carried out the tests and studies;

for each point of the data requirements for filant protection productthe
summaries and results of tests and studies, thee rantheir owner and of the
person or institute that carried out the testssandies, relevant to the assessment of
the criteria provided for in Article 4(2) and (3rfone or more plant protection
products which are representative of the usesrezfeio in point (a), taking into
account the fact that data gaps in the dossigrr@sded for in paragraph 2 of this
Article, resulting from the proposed limited rangé representative uses of the
active substance, may lead to restrictions in gpaval;

for each test or study involving vertebrate iamals, a justification of the steps
taken to avoid animal testing and duplicative tegjion vertebrate animals;

a checklist demonstrating that the dossier pralide in paragraph 2 of this Article
is complete in view of the uses applied for;

the reasons why the test and study reports sudmraite necessary for first approval
of the active substance or for amendments to thditons of the approval;

where relevant a copy of an application for a mmaxn residue level as referred to
in Article 7 of Regulation (EC) No 396/2005 or astification for not supplying
such information;

an assessment of all information submitted.

The complete dossier shall contain the full tixthe individual test and study reports
concerning all the information referred to in psiiib) and (c) of paragraph 1. It shall not
contain any reports of tests or studies involvimg deliberate administration of the active
substance or the plant protection product to humans
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The format of the summary dossier and the campii®ssier shall be established in
accordance with the advisory procedure referrad futicle 79(2).

The data requirements referred to in paragraposd 2 shall contain the requirements for
active substances and plant protection productseasout in Annexes Il and Il to

Directive 91/414/EEC and laid down in Regulatiordo@ted in accordance with the
advisory procedure referred to in Article 79(2) vatit any substantial modifications.
Subsequent amendments to these Regulations shafldbpted in accordance with
Article 78(1)(b).

Scientific peer-reviewed open literature, agetenined by the Authority, on the active
substance and its relevant metabolites dealing wiside-effects on health, the
environment and non-target species and publishedhm the last ten years before the
date of dossier submission shall be added by thaliapnt to the dossier.

Article 9
Admissibility of the application

Within 45 days of receiving the application, tla@porteur Member State shall send the
applicant a written acknowledgement, stating thie ad receipt and check whether the
dossier submitted with the application containtlafl elements provided for in Article 8,
using the checklist referred to point () of Article 8(1). It shall also check the requests
for confidentiality referred to in Article 7(2) artthe complete lists of tests and studies
submitted pursuant to Article 8(2).

Where one or more of the elements providedrfoarticle 8 are missing, the rapporteur
Member State shall inform the applicant, settirtgree period for their submission. Such
time period shall be a maximum of three months.

Where at the end of that period, the applicantitasubmitted the missing elements, the
rapporteur Member State shall inform the applicime, other Member States and the
Commission that the application is inadmissible.

A new application for the same substance may bmgtdad at any time.

Where the dossiers submitted with the applicatantain all the elements provided for in
Article 8, the rapporteur Member State shall notifye applicant, the other Member
States, the Commission and the Authority of theiasdimility of the application and start
assessing the active substance.

After receiving that notification, the applicantadhimmediately forward the dossiers as
provided for in Article 8 to the other Member Swgtthe Commission and the Authority,
including the information for which parts of the sdters' confidentiality has been
requested as referred toAnticle 7(3).

Article 10
Access to the summary dossier
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The Authority shall without delay make the summamogsier referred to in Article 8(1)
available to the public, excluding any informatifon which confidential treatment has been
requested and justified pursuant to Article 63gesalthere is an overriding public interest in its
disclosure.

Article 11
Draft assessment report

1.  Within twelve months of the date of the notifioa provided for in the first subparagraph
of Article 9(3), the rapporteur Member State sipadpare and submit to the Commission,
with a copy to the Authority a report, hereinafteferred to as "draft assessment report”,
assessing whether the active substance can betedp®c meet the approval criteria
provided for in Article 4.

2. The draft assessment report shall also includerevrelevant, a proposal to set maximum
residue leveld]

The rapporteur Member State shall make an indepe#ndbjective and transparent
assessment in the light of current scientific awahhical knowledge.

If, pursuant to Article 4(1), the assessment distads that the approval criteria set out in
points 3.6.2 to 3.6.4 and 3.7 of Annex |l are radts$ied, the draft assessment report shall
be limited to these parts of the assessment.

3.  Where the rapporteur Member State needs additgindies or information, it shall set a
time period for the applicant to supply it. In tleatse, the twelve-month period shall be
extended by the additional time period granted ly tapporteur Member State. The
additional time period shall be of a maximum of smponths and shall cease at the
moment when the additional information is receibgdthe rapporteur Member State. It
shall inform the Commission and the Authority aciiogly.

Where at the end of the additional period, thelieppt has not submitted the additional
studies or information, the rapporteur Member Stteall inform the applicant, the
Commission and the Authority and shall state thesmg elements in the assessment
included in the draft assessment report.

4. The format of the draft assessment report db@lestablished in accordance with the
advisory procedure referred to in Article 79(2).

Article 12
Conclusion by the Authority

1. The Authority shall circulate the draft assesstmeport received from the rapporteur
Member State to the applicant and the other MerSi&tes at the latest 30 days after its
receipt. It shall ask the applicant to circulateupadate of the dossier where applicable to
the Member States, the Commission and the Authority
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The Authority shall make the draft assessment tegailable to the public, after giving
the applicant two weeks to request, pursuant talar63, that certain parts of the draft
assessment report be kept confidential.

The Authority shall allow a period of 60 days fbetsubmission of written comments.

The Authority, where appropriate shall organgseonsultation of experts, including
experts from the rapporteur Member State.

Within 120 days of the end of the period provided the submission of written

comments, the Authority shall adopt a conclusiorthie light of current scientific and

technical knowledge using guidance documents alailat the time of application on
whether the active substance can be expected tbtheeapproval criteria provided for in
Article 4 and shall communicate it to the applicatie Member States and the
Commission and shall make it available to the mublihere a consultation as provided

for in the subparagraph above is organised, the 14y period shall be extended by 30
days.

Where appropriate, the Authority shall address téh donclusion the risk mitigation
options identified in the draft assessment report.

Where the Authority needs additional information shall set a time period of a
maximum of 90 days for the applicant to supplyithhe Member States, the Commission
and the Authority.

The rapporteur Member State shall assess the adaitinformation and submit it to the
Authority without delay and at the latest within 6&ys after receipt of the additional
information. In that case the 120-day period predifor in paragraph 2 shall be extended
by a period which shall cease at the moment wheratiitional assessment is received
by the Authority.

The Authority may ask the Commission to consult@n@unity reference laboratory,
designated pursuant to Regulation (EC) No 882/2fa34the purposes of verifying
whether the analytical method for the determinatidnthe residues proposed by the
applicant is satisfactory and meets the requiresnanpoint (g) of Article 29(1) of this
Regulation. The applicant shall, if requested by @ommunity reference laboratory,
provide samples and analytical standards.

The conclusion of the Authority shall includetalls on the procedure of the evaluation
and the properties of the active substance conderne

The Authority shall establish the format for ¢enclusion which shall include details on
the procedure of the evaluation and the propeofi¢ise active substance concerned.

The time limits for the Authority's opinion opgications concerning maximum residue
levels set out in Article 11 and for decisions gplacations concerning maximum residue
levels set out in Article 14 of Regulation (EC) R86/2005 shall be without prejudice to
the time limits laid down in this Regulation
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Where the conclusion of the Authority is adogtevithin the time limit set out in
paragraph 2 of this Article, extended by any addital time period set in paragraph 3,
the provisions of Article 11 of Regulation (EC) N896/2005 shall not apply and the
provisions of Article 14 of that Regulation shalpply without delay.

Where the conclusions of the Authority are nadopted within the time limit set out in
paragraph 2 of this Article, extended by any addital time period set in paragraph 3,
the provisions of Article 11 and 14 of RegulatioBC) No 396/2005 shall apply without
delay

Article 13
Approval Regulation

Within six months of receiving the conclusioorfr the Authority, the Commission shall
present a report, hereinafter referred to as "éveew report”, and a draft Regulation to
the Committee referred to in Article 79(1), takingo account the draft assessment report
by the rapporteur Member State and the concludidimecAuthority.

The applicant shall be given the possibility torsittcomments on the review report.

On the basis of the review report, other factegitimate to the matter under
consideration and the precautionary principle wthesconditions laid down in Article
7(1) of Regulation (EC) No 178/2002 are relevanRegulation shall be adopted in
accordance with the regulatory procedure refemwad Article 79(3), providing that:

(@) an active substance is approved, subject tditons and restrictions, as referred to
in Article 6, where appropriate;

(b) an active substance is not approved; or
(c) the conditions of the approval are amended.

In case the approval provides for the submissiofurther confirmatory information as
referred to in point (f) of Article 6, the Regulati shall provide the time limit to submit
the information to the Member States, the Commisaind the Authority.

The rapporteur Member State shall assess the aagitinformation and submit its
assessment to the other Member States, the Cormmiasd the Authority without delay
and at the latest six months after the receiph@efadditional information.

Approved active substances shall be includethén Regulation referred to in Article
78(3) containing the list of active substancesaalyeapproved. The Commission shall
maintain a list of approved active substances mleitally available to the public.
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SUBSECTION 3
RENEWAL AND REVIEW

Article 14
Renewal of approval

1. On application the approval of an active sulrtashall be renewed where it is
established that the approval criteria providedriohrticle 4 are satisfied.

Article 4 shall be deemed to be satisfied where tas been established with respect to
one or more representative uses of at least omg ptatection product containing that
active substance.

Such renewal of the approval may include conditiand restrictions, as referred to in
Article 6.

2.  The renewal of the approval shall be for a menot exceeding fifteen years. The renewal

of approval of active substances covered by Art#{&) shall be for a period not
exceeding five years.

Article 15
Application for renewal

1. The application provided for in Article 14 shb# submitted by a producer of the active
substance to a Member State, with a copy to therdi#tember States, the Commission
and the Authority, no later than three years befloeeexpiry of the first approval.

2. When applying for renewal, the applicant shdgintify new data he intends to submit and
demonstrate that they are necessary, becauseafatptirements or criteria which were
not applicable on first approval of the active sabese or because his request is for an
amended approval. He shall at the same time subtimtetable of any new and ongoing
studies.

The applicant shall identify, giving reasons, tlaetp of the information submitted that he
requests to be kept confidential in accordance witicle 63 and at the same time any
data protection claims pursuant to Article 59.

Article 16
Access to the information for renewal

The Authority shall, without delay, make availaldethe public the information provided by
the applicant under Article 15, excluding any imh@tion for which confidential treatment has
been requested and justified pursuant to ArticleudiBess there is an overriding public interest
in its disclosure.
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Article 17
Extension of approval period for
the duration of the procedure

Where for reasons beyond the control of the applidaappears that the approval is likely to

expire before a decision has been taken on renewgggcision shall be adopted in accordance
with the regulatory procedure referred to in Agi@9(3), postponing the expiry of the approval
period for that applicant for a period sufficieatexamine the application.

A Regulation postponing the expiry for a periodfisignt to examine the application shall be
adopted in accordance with the regulatory proceditte scrutiny referred to in Article 79(5)
where an applicant could not give the three yewste required under Article 15(1) because
the active substance was included in Annex | tee®ive 91/414/EEC for a duration which
expired before ."

The length of that period shall be establishedhenbiasis of the following:
(@) the time needed to provide the information esfied;
(b) the time needed to complete the procedure;
(c) where appropriate, the need to ensure the lestatent of a coherent work programme,
as provided for in Article 18.
Article 18
Work programme

The Commission may establish a work programme gnguipgether similar active substances
setting priorities on the basis of safety concefos human and animal health or the
environment and taking into account, as far asiplesshe need for an effective control and
resistance management of target pest. The programageaequire interested parties to submit
all the necessary data to the Member States, then@ssion and the Authority within a period
provided for in the programme.

The programme shall include the following:

(@) the procedures concerning the submission aseksasent of applications for renewal of
approvals;

(b) the necessary data to be submiiterluding measures to minimise animal testing, in
particular the use of non-animal test methods andalligent testing strategies

(c) the time periods for submission of such data;

(d) rules on the submission of new information;

H Note to OJ: 54 months from the date of entry fotae of this Regulation.
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(e) time period for assessment and decision making;

(H the allocation of evaluation of active substesmto Member States, taking into account a
balance in the responsibilities and work to be dameong Member States acting as
rapporteurs.

Article 19
Implementing measures

A Regulation, adopted in accordance with the reguygprocedure referred to in Article 79(3),
shall set out the provisions necessary for the emgitation of the renewal procedure,
including, where relevant, the implementation af@k programme, as provided for in Article
18.

Article 20
Renewal Regulation

1. A Regulation shall be adopted in accordance thighregulatory procedure referred to in
Article 79(3), providing that:

(@) the approval of an active substance is renestdgject to conditions and restrictions
where appropriate; or

(b) the approval of an active substance is notwede

2. Where the reasons for not renewing the appmwalot concern the protection of health
or the environment the Regulation referred to in paragraph 1 shalide for a grace
period not exceedingix months for the sale and distribution,and in addition a
maximum of one year for the disposal, storage, @s®l of existing stocks of the plant
protection products concernedhe first period shall take into account the normal
period of use of the plant protection product binet total grace period shall not exceed
18 months.

In the case of a withdrawal of the approval o approval is not renewed because of
the immediate concerns for human health or anirealth or the environment, the plant
protection products concerned shall be withdrawmfthe market immediately.

3.  Article 13(4)shall apply.

Article 21
Review of approval

1. The Commission may review the approval of aivadubstance at any timeshall take
into account the request of a Member State to wevie the light of new scientific and
technical knowledge and monitoring daté)e approval of an active substaner/uding
where after the review of the authorisations pursuato article 44 (1), there are
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indications that the achievement of the objectivestablished in accordance with
Article 4(1)@)(iv) and (b)(i) and Article 7(2) and3) of Directive 2000/60/EC is
compromised

Where, in the light of new scientific and technikabwledge it considers that there are
indications that the substance no longer satigfiesapproval criteria provided for in
Article 4, or further information required in acdance with point (f) of Article 6 has not
been provided, it shall inform the Member Statas, Authority and the producer of the
active substance, setting a time period for thelgeer to submit its comments.

The Commission may ask the Member States and\dtigority for an opinion, or for
scientific or technical assistance. The MembereStatay provide their comments to the
Commission within three months from the requeste Tuthority shall provide its
opinion or the results of its work to the Commissiaithin three months of the request.

Where the Commission concludes that the appravairia provided for in Article 4 are
no longer satisfied, or the further information uggd in accordance with point (f) of
Article 6 has not been provided, a Regulation tthdriaw or amend the approval shall be
adopted in accordance with the regulatory procetefegred to in Article 79(3).

Article 13(4) and Article 20(2) shall apply.

SUBSECTION 4
DEROGATIONS

Article 22
Low-risk active substances

An active substance complying with the critepieovided for in Article 4 shall be

approved for a period not exceeding 15 years by afalerogation from Article 5, where

it is considered a low-risk active substance anerevhit may be expected that plant
protection products containing that substance poke only a low risk to human and
animal health and the environment as providedrfakriicle 47(1).

Articles 4 and 6 to 21 and Section 5 of AnnegHhall apply. Low-risk active substances
shall be listed separately in the Regulation refto in Article 13(4).

The Commission may review and if necessary §pewmw criteria for approving an
active substance as low-risk active substancedardance with Article 78(1)(a).
Article 23

Approval criteria for basic substances

Basic substances shall be approved in accordaitbeparagraphs 2 to 6. By way of
derogation from Article 5, the approval shall beda unlimited period of time.

For the purpose of paragraphs 2 to 6 of this Agti@d basic substance is an active
substance which:
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(@) is not a substance of concern, and

(b) does not have an inherent capacity to cause amthe disrupting, neurotoxic or
immunotoxic effects, and

(c) is not predominantly used for plant protectiongmses but nevertheless is useful in
plant protection either directly or in a productnssting of the substance and a
simple diluent, and

(d) is not placed on the market as a plant protegiroduct.

For the purpose of this Regulation, an active sudiste which fulfils the criteria of a
‘foodstuff' as defined in Article 2 of RegulationHC) No 178/2002 shall be considered
as a basic substance.

2. By way of derogation from Article 4, a basic stamce shall be approved where any
relevant evaluations, carried out in accordanceh wother Community legislation
regulating the use of that substance for purpotes ¢han for a plant protection product,
show that the substance has neither an immedialelayed harmful effect on human or
animal health nor an unacceptable effect on the@mwent.

3. By way of derogation from Article 7 an applicatifor the approval of a basic substance
shall be submitted by a Member State or by anyested party to the Commission.

The application shall be accompanied by the follmninformation:

(@ any evaluations of its possible effects on hunma animal health or the
environment carried out in accordance with othem@anity legislation regulating
the use of the substance; and

(b) other relevant information on its possible effeon human or animal health or the
environment.

4.  The Commission shall ask the Authority for annagn, or for scientific or technical
assistance. The Authority shall provide its opinionthe results of its work to the
Commission within three months of the request.

5. Articles 6 and 13 shall apply. Basic substarsted| be listed separately in the Regulation
referred to in Article 13(4).

6. The Commission may review the approval of adasbstance at any time. It may take
into account the request of a Member State to vethe approval.

Where the Commission considers that there areatidits that the substance no longer
satisfies the criteria provided for in paragraph® B it shall inform the Member States,
the Authority and the interested party, settingnaetperiod for their comments to be
submitted.
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The Commission shall ask the Authority for an opimior for scientific or technical
assistance. The Authority shall provide its opinionthe results of its work to the
Commission within three months of the request.

Where the Commission concludes that the critefexmed to in paragraph 1 are no longer
satisfied, a Regulation to withdraw or amend therayal shall be adopted in accordance
with the regulatory procedure referred to in AiGIO(3).

Article 24
Candidates for substitution

An active substance complying with the critepiovided for in Article 4 shall be
approved for a period not exceeding seven yeaes a candidate for substitution if it
meets one or more of the additional criteria ladgvd in point 4 of Annex Il. By way of
derogation from Article 14(2), the approval mayreeewed once or more for a period
not exceedingevenyears.

Without prejudice to paragraph 1, Articles £fioshall apply. Candidates for substitution
shall be listed separately in the Regulation refito in Article 13(4).

SECTION 2
SAFENERS AND SYNERGISTS

Article 25
Approval of safeners and synergists

A safener or synergist shall be approved, whaer@mplies with Article 4.
Articles 5 to 21 shall apply.
Similar data requirements to those referredhtArticle 8(4) shall be defined for safeners

and synergists in accordance with the regulatoogcguture with scrutiny referred to in
Article 79(4).

Article 26
Safeners and synergists already on the market

By ...” a Regulation shall be adopted in accordance thétregulatory procedure with scrutiny
referred to in Article 79(4) establishing a worlogramme for the gradual review of synergists
and safeners on the market when that Regulatierseimtto force. The Regulation shall include
the establishment of data requirements, includingeasures to minimise animal testing
notification, evaluation, assessment and decisiaking procedures. It shall require interested
parties to submit all the necessary data to the benStates, the Commission and the
Authority within a specified time period.

Note to OJ: 60 months from the date of entry fotae of this Regulation.
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SECTION 3
UNACCEPTABLE CO-FORMULANTS

Article 27
Co-formulants

1. A co-formulant shall not be accepted for inamsin a plant protection product where it
has been established that:

(@) its residues, consequent on application cargistvith good plant protection
practice, and having regard to realistic conditiohsise, have a harmful effect on
human or animal health or on groundwater or an ceyEteble effect on the
environment; or

(b) its use, consequent on application consistéht good plant protection practice and
having regard to realistic conditions of use, hakaamful effect on human or
animal health or an unacceptable effect on plaplant products or the
environment.

2.  Co-formulants which shall not be accepted falusion in a plant protection product
pursuant to paragraph 1 shall be included in Arilex accordance with the regulatory
procedure with scrutiny referred to in Article 79(4

3.  The Commission may review co-formulants at amgt It may take into account relevant
information provided by Member States.

4.  Article 81(2) shall apply.

5. Detailed rules for the implementation of thistiéle may be established in accordance
with the regulatory procedure referred to in AgiGIo(3).

CHAPTER Ill
PLANT PROTECTION PRODUCTS

SECTION 1
AUTHORISATION

SUBSECTION 1
REQUIREMENTS AND CONTENTS

Article 28
Authorisation for placing
on the market and use

1. A plant protection product shall not be placedtiee market or used unless it has been
authorised in the Member State concerned in acoocedwith this Regulation.
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2.

By way of derogation from paragraph 1, no auffadion shall be required in the
following cases:

(@)
(b)

(©)

(d)

(€)

use of products containing exclusively one orerbasic substances;

placing on the market and use of plant prodectproducts for research or
development purposes in accordance with Article 54;

production, storage or movement of a plantgotdn product intended for use Iin
another Member State, provided that the produatiiiorised in that Member State
and that the Member State of production, storagenovement has put in place
inspection requirements to ensure that the plasteption product is not used in its
territory;

production, storage or movement of a plantgaiodn product intended for use in a
third country provided that the Member State ofdoiciion, storage or movement
has put in place inspection requirements to enthatethe plant protection product
is exported from its territory;

placing on the market and use of plant pradegiiroducts for which a parallel trade
permit has been granted in accordance with Aré2le

Article 29
Requirements for the authorisation
for placing on the market

Without prejudice to Article 50 a plant protectiproduct shall only be authorised where
following the uniform principles referred to in pgraph 6 it complies with the following
requirements:

(@)
(b)

(©)
(d)

its active substances, safeners and synehgisesbeen approved;

where its active substance, safener or syrteéggmoduced by a different source, or
by the same source with a change in the manufagiuprocess and/or
manufacturing location

(i) the specification, pursuant to Article 38, doest deviate significantly from
the specification included in the Regulation apprguhat substance, safener
or synergist; and

(i) the active substance, safener or synergistimasore harmful effects within
the meaning of Article 4(2) and (3) due to its impes than if it had been
produced in accordance with the manufacturing m®cepecified in the
dossier that supported the approval;

its co-formulants are not included in Annex il

its (technical) formulation is such that usexposure or other risks are limited as
much as possible without compromising the functiagiof the product;
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(e) in the light of current scientific and technicahdwledge, it complies with the
requirements provided for in Article 4(3);

(H the nature and quantity of its active substansafgners and synergists and, where
appropriate, any toxicologically, ecotoxicologigalbr environmentally relevant
impurities and co-formulants can be determinedpprepriate methods;

(g) its residues, resulting from authorised uses, afuch are of toxicological,
ecotoxicological or environmental relevance, candetermined by appropriate
methods in general usen all Member States with appropriate limits of
determination on relevant samplgs

(h) its physical and chemical properties have beearawhed and deemed acceptable
for the purposes of the appropriate use and starfte product;

(i) for plant or plant products to be used as feedood, where appropriate, the
maximum residue levels for the agricultural produafifected by the use referred to
in the authorisation have been set or modifiedccoedance with Regulation (EC)
No 396/2005.

The applicant shall demonstrate that the reqergs provided for ipoints (a) to (h) of
paragraph 1 are met.

Compliance with the requirements set out in {p@h andpoints (€) to (h) of paragraph 1
shall be established by official or officially regised tests and analyses carried out
under agricultural, plant health and environmegtaiditions relevant to the use of the
plant protection product in question and represemtaf the conditions prevailing in the
zone where the product is intended to be used.

With respect topoint (f) of paragraph 1, harmonised methods may be adapted
accordance with the regulatory procedwrth scrutiny referred to inArticle 79(4)

Article 81 shall apply.

Uniform principles for evaluation and authorisat of plant protection products shall
contain the requirements set out in Annex VI toebiive 91/414/EEC and shall be laid
down in Regulations adopted in accordance withatieisory procedure referred to in
Article 79(2) without any substantial modificationSubsequent amendments to these
Regulations shall be adopted in accordance witttlar?8(1)(c).

Following these principles interaction between thactive substance, safeners,
synergists and co-formulants shall be taken intocacnt in the evaluation of plant
protection products.

Article 30
Provisional authorisations
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By way of derogation from Article 29(1)(a), MesrbStates may authorise for a
provisional period not exceeding three years, theipg on the market of plant protection
products containing an active substance not yatapg, provided that:

(@) the decision on approval could not be finaliggthin a time period of 30 months
from the date of admissibility of the applicati@xtended with any additional time
period set in accordance with Article 9(2), Artidlg(3) or Article 122) or (3); and

(b) pursuant to Article 9 the dossier on the actiubstance is admissible in relation to
the proposed uses; and

(c) the Member State concludes that the activetanbs can satisfy the requirements
of Article 4(2) and (3) and that the plant protentiproduct may be expected to
satisfy the requirements pbints (b) to (h) of Article 29(1); and

(d) maximum residue levels have been establisheddnrdance with Regulation (EC)
No 396/2005.

In such cases the Member State shall immediatébym the other Member States and
the Commission of its assessment of the dossieroride terms of the authorisation,
giving at least the information provided for in iste 57(1).

The provisions set in paragraphs 1 and 2 spallauintil ..., If necessary, that time limit
may be extended in accordance with the regulatmggulure with scrutiny referred to in
Article 79(4).

Article 31
Contents of authorisations

The authorisation shall define plants or plambdpcts and non-agricultural areas
(e.g. railways, public areas, storage rooms) orclwhind the purposes for which the plant
protection product may be used.

The authorisation shall set out the requiremegitging to the placing on the market and
use of the plant protection product. Those requaras shall as a minimum include the
conditions of use necessary to comply with the d¢ants and requirements provided for
in the Regulation approving the active substane&fgners and synergists.

The authorisation shall include a classificationtloé plant protection product for the
purpose of Directive 1999/45/EC. Member States prayide that authorisation holders
shall classify or update the label without undudaylefollowing any change to the
classification and labelling of the plant protentigoroduct in accordance with
Directive 1999/45/EC. In such case, they shall imistely inform the competent
authority thereof.

These requirements shall also include where apggble:

Note to OJ: 78 months from the date of entry fotae of this Regulation.
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(@) the maximum dose per hectare in each applioati

(b) the period between the last application andvest;

(c) the maximum number of applications per year.

The requirements referred to in paragraph 2 melydle among others the following:

(a) a restriction with respect to the distributemd use of the plant protection product
|in order to protect the health of the distributousers, bystandersesidents,
consumers orworkers concernedr the environmenttaking into consideration
requirements imposed by other Community provisipssich restriction shall be

indicated on the label;

(b) the obligation before the product is used torim any neighbours who could be
exposed to the spray drift and who have requestée informed,;

(c) indications for proper use according to the pdiples of integrated pest
management as referred to in Article 13 and in Anndll to Directive
2009/.../EC [establishing a framework for Community Action t@chieve a
sustainable use of pesticides].

(d) designation of categories of users, such as mioiesl and non-professional;

(e) the approved label;

(f) the] interval between applications;

(g) the period between the last application andsaomption of the plant product where
applicable;

(h) the re-entry interval;
(i) the packaging size and material.
Article 32
Duration
The period of authorisation shall be laid dowithie authorisation.
Without prejudice to Article 44 the duration of anthorisation shall be set for a period

not exceeding one year from the date of expiryhefdpproval of the active substances,
safeners and synergists contained in the planégtioh product and thereafter for as long

+

Note toOJ: please insert number.
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as the active substances, safeners and synergmtsreed in the plant protection product
are approved.

This period shall allow the examination as provifadn Article 43 to be carried out.

Authorisations may be granted for shorter peritml synchronise the re-evaluation of
similar products for the purposes of a comparaissessment of products containing
candidates for substitution as provided for in &&i50.

SUBSECTION 2
PROCEDURE

Article 33
Application for authorisation or
amendment of an authorisation

An applicant who wishes to place a plant prade@cproduct on the market shall apply for
an authorisation or amendment of an authorisatiovsélf, or through a representative, to
each Member State where the plant protection ptodumtended to be placed on the
market.

The application shall include the following:

(@) a list of intended uses in each zone as inglicet Annex | and the Member States
where the applicant has made or intends to malegpglication;

(b) a proposal as to which Member State the appliexpects to evaluate the
application in the zone concerned. In case of glicgtion for use in greenhouses,
as post-harvest treatment, for treatment of empbyage rooms and for seed
treatment only one Member State shall be propoasbkith evaluates the application
considering all zones. In this case the applichatl send the summary or complete
dossier as referred to in Article 8 to other Mem®tates on request;

(c) where relevant, a copy of any authorisationseaaly granted for that plant
protection product in a Member State;

(d) where relevant, a copy of any conclusion of thember State assessing
equivalence as referred to in Article 38(2).

The application shall be accompanied by thevalhg:

(@) for the plant protection product concernedpmpglete and a summary dossier for
each point of the data requirements of the plaptiegtion product;

(b) for each active substance, safener and symeargigained in the plant protection
product, a complete and a summary dossier for pactt of the data requirements
of the active substance, safener and synergist;
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(c) for each test or study involving vertebratenaails, a justification of the steps taken
to avoidanimal testing and duplicativéestingon vertebrate animalts

(d) the reasons why the test and study reports iigdoimare necessary for
first authorisation or for amendments to the caodg of the authorisation;

(e) where relevant a copy of the application fenaximum residue level as referred to
in Article 7 of Regulation (EC) No 396/2005 or asfification for not supplying
such information;

(H where relevant for an amendment of an authtosaan assessment of all
information submitted in accordance wgbint (h) of Article 8(1);

(g) adraft label.

When submitting his application, the applicamstyrpursuant to Article 63, request certain
information, including certain parts of the dossigry be kept confidential and shall
physically separate the information.

He shall at the same time submit the completedisstudies submitted pursuant to
Article 8(2) and a list of test and study repous Which any claims for data protection
pursuant to Article 59 are requested.

Upon a request for access to informatibe Member State examining the application
shall decide what information is to be kept corfiiks.

Where requested by the Member State the applataail submit his application in the
national or official languages of that Member Statene of those languages.

On request, the applicant shall provide the Mam®Btate with samples of the plant
protection product and analytical standards ahiggedients.

Article 34
Exemption from the submission of studies

Applicants shall be exempted from supplying tbgt and study reports referred to in
Article 33(3) where the Member State to which apliggtion is made has the test and
study reports concerned and the applicants denatesthat they have been granted
access in accordance with Article 59, 61 or 62hat tany data protection period has
expired.

However, applicants to whom paragraph 1 appbésll provide the following
information:

(@) all necessary data for the identification @ flant protection product including its
complete composition as well as a declaration tllatinacceptable co-formulants
are used,;
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(b) the information needed to identify the actiubstance, safener or synergist, where
they have been approved, and to establish whetleecdnditions for approval are
met and comply with point (b) of Article 29(1), wieeappropriate;

(c) on the request of the concerned Member Stia¢edéta needed to demonstrate that
the plant protection product has comparable effecthe plant protection product
for which they show access to the protected data.

Article 35
Member State examining the application

The application shall be examined by the MembeteSieoposed by the applicant, unless
another Member State in the same zone agrees tairexé. The Member State which will
examine the application shall inform the applicant.

At the request of the Member State examining tiptiegttion, the other Member States in the
same zone to which an application has been sulthstiall cooperate to ensure a fair division
of the workload.

The other Member States within the zone to whichgplication has been submitted shall
refrain from proceeding with the file pending assesnt by the Member State examining the
application.

In case an application has been made in more thazane, Member States evaluating the
application shall agree on the evaluation of datackvare not related to the environmental and
agricultural conditions.

Article 36
Examination for authorisation

1. The Member State examining the application simalke an independent, objective and
transparent assessment in the light of currennsieeand technical knowledge using
guidance documents available at the time of apjpdicalt shall give all Member States in
the same zone the opportunity to submit commerive twonsidered in the assessment.

It shall apply the uniform principles for evaluatiand authorisation of plant protection
products, referred to in Article 29(6), to estdblias far as possible, whether the plant
protection product meets the requirements providedn Article 29 in the same zone,
where used in accordance with Article 55, and umealistic conditions of use.

The Member State examining the application shakeravailable its assessment to the
other Member States within the same zone. The foohthe assessment report shall be
established in accordance with the advisory proeedeferred to in Article 79(2).

2. The Member States concerned shall grant or eefughorisations accordingly on the
basis of the conclusions of the assessment of graddr State examining the application
as provided for in Articles 31 and 32.
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By way of derogation from paragraph 2 and subjecCommunity law, appropriate
conditions may be imposed with respect to the reguents referred to |1Article 31(3)
and (4) and other risk mitigation measures deriving frgragfic conditions of use.

Where the concerns of a Member State related toahupr animal health or the
environment cannot be controlled by the establistima national risk mitigation
measures referred to in the first subparagraphemibér State mallrefuse authorisation
of the plant protection product in its territory due to itsl specific environmental or
agricultural circumstances, it has substantiatedaes to consider that the product in
guestionstill posesan unacceptablegisk to human or animal health or the environment.

It shall immediately inform the applicant and then@nission of its decision and provide
a technical or scientific justification therefore.

Member States shall provide for a possibility tcalidnge a decision refusing the
authorisation of such product before the natiooarts or other instances of appeal.

Article 37
Time period for examination

The Member State examining the application sdaltide within twelve months of
receiving it whether the requirements for authaiigaare met.

Where the Member State needs additional informaitoshall set a time period for the

applicant to supply it. In that case, the twelventhoperiod shall be extended by the
additional time period granted by the Member Stake additional time period shall be at
maximum six months and shall cease at the momeanwine additional information is

received by the Member State. Where at the endhatf period the applicant has not
submitted the missing elements, the Member Staddl siform the applicant that the

application is inadmissible.

The time-limits provided for in paragraph 1 $hia¢ suspended while applying the
procedure set out in Article 38.

For an application for authorisation of a pl@nbtection product containing an active
substance not yet approved, the Member State exagnihe application shall start the
evaluation as soon as it has received the draéisassent report referred to in Article
12(1). In case the application concerns the saraet grotection product and the same
uses as contained in the dossier referred to iicla8, the Member State shall decide on
the application at the latest within six monthshef active substance being approved.

The other Member States concerned shall atatiestl within120 days of the receipt of
the assessment report and the copy of the authiorisaf the Member State examining
the application decide on the application as reteto in Article 36(2) and (3).
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Article 38
Assessment of equivalence under
point (b) of Article 29(1)

Where it is necessary to establish for an adiuestance, safener or synergist whether a
different source or, for the same source a charfigaeomanufacturing process and/or
manufacturing location complies with point (b) oftidle 29(1), this shall be assessed by
the Member State which acted as rapporteur foathige substance, safener or synergist
as referred to in Article 7(1) unless the Membeat&texamining the application as
referred to in Article 35 agrees to assess thevatgnce. The applicant shall submit all
necessary data to the Member State assessing Enqaea

After giving the applicant the opportunity tobsoit his comments, which the applicant
shall also communicate to the rapporteur MembeteSiathe Member State examining
the application as the case may be, the Membee Stsessing equivalence shall prepare
a report on equivalence within 60 days from recgjvithe application and shall
communicate the report to the Commission, the ditemnber States and the applicant.

In case of a positive conclusion on equivaleanog where no objection to this conclusion
has been raised, point (b) of Article 29(1) shall donsidered to be complied with.
However, where a Member State examining the apgpmitadoes not agree with the
conclusion of the rapporteur Member State or vieesa, it shall inform the applicant, the
other Member States and the Commission statingasons.

The concerned Member States shall try to reacheaggat on whether point (b) of
Article 29(1) is complied with. They shall providiee applicant with an opportunity to
submit his comments.

Where the Member States concerned do not regelerment within 45 days the Member
State assessing equivalence shall submit the mtattdre Commission. A decision on
whether the conditions referred to in point (b)Aoficle 29(1) are complied with shall be
adopted in accordance with the regulatory procedeferred to in Article 79(3). The

45-day period begins on the date on which the Meritate examining the application
for authorisation informed the rapporteur Membeat&tor vice versa that it does not
agree with the conclusion of the latter, in accamawith paragraph 3.

Before such a decision is adopted, the Commissiay ask the Authority for an opinion,
or for scientific or technical assistance whichlsba provided within three months of the
request.

Detailed rules and procedures for the implentemtaof paragraphs 1 to 4 may be
established in accordance with the regulatory moeereferred to in Article 79(3), after
consultation of the Authority.
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Article 39
Reporting and exchange of information
on applications for authorisation

Member States shall compile a file on each appbn. Each file shall contain the
following:

(@) a copy of the application;

(b) a report containing information on the evaloatiof and decision on the plant
protection product; the format of the report stalestablished in accordance with
the advisory procedure referred to in Article 79(2)

(c) arecord of the administrative decisions takgrthe Member State concerning the
application and of the documentation provided foArticle 33(3) and Article 34
together with a summary of the latter;

(d) the approved label, where applicable.

On request, Member States shall, without detagke available to the other Member
States, the Commission and the Authority a filetaming the documentation provided
for in points (a) to (d) of paragraph 1.

On request, applicants shall provide a copyhefdocumentation to be submitted with an
application pursuant to Article 33(3) and Articlé ® Member States, the Commission
and the Authority.

Detailed rules for the implementation of parphsa 2 and 3 may be established in
accordance with the regulatory procedure refemwad Article 79(3).

SUBSECTION 3
MUTUAL RECOGNITION OF AUTHORISATIONS

Article 40
Mutual recognition

The holder of an authorisation granted in acaocé with Article 29 may apply for an

authorisation for the same plant protection prodube same use and under the
comparable agricultural practices in another Mentitate under the mutual recognition
procedure, provided for in this subsection, infilowing cases:

(@) the authorisation was granted by a Member Staference Member State) which
belongs to the same zone;

(b) the authorisation was granted by a Member Staference Member State) which
belongs to a different zone provided that the aughtion for which the application
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was made is not used for the purpose of mutualgrétton in another Member
State within the same zone;

(c) the authorisation was granted by a Member Statause in greenhouses, or as
post-harvest treatment, or for treatment of empiynrs or containers used for
storing plant or plant products, or for seed treatinregardless of the zone to
which the reference Member State belongs.

Where a plant protection product is not authorigeda Member State because no
application for an authorisation has been submiittethat Member State, official or
scientific bodies involved in agricultural actigs or professional agricultural
organizations may apply, with the consent of th@aisation holderfor an authorisation
for the same plant protection product, the same amgk under the same agricultural
practices in that Member State under the mutuabgmition procedure referred to in
paragraph 1. In that case the applicant has to dstmate that the use of such a plant
protection product is of general interest for thervber State of introduction.

In case the authorisation holder refuses its cdngée competent authority of the
Member State concerned may accept the applicatiogrounds of public interest.
Article 41

Authorisation
The Member State to which an application undeicke 40 is submitted shalkfter
having examined the application and the accomparnyimlocuments referred to in
Article 42(1), as appropriate with regard to ther@imstances in its territoryauthorise
the plant protection product concerned under tmeeseonditions as the Member State
examining the application except where Article 3&Bplies.

By way of derogation from paragraph 1, the Mem$&&ate may authorise the plant
protection product where:

(@) an authorisation under point (b) of Article #0(as applied for;
(b) it contains a candidate of substitution;
(c) Article 30 has been applied; or
(d) it contains a substance approved in accordaitbeArticle 4(7).
Article 42
Procedure
The application shall be accompanied by thevalhg:
(@) a copy of the authorisation granted by theregfee Member State as well as a

translation of the authorisation into an offici@nbuage of the Member State
receiving the application;
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(b) aformal statement that the plant protectiordpct is identical to that authorised by
the reference Member State;

(c) a complete or summary dossier as required ticlAr33(3) when requested by the
Member State;

(d) an assessment report of the reference Memlage Sontaining information on the
evaluation and decision on the plant protectiordpoob.

The Member State to which an application undeicke 40 is submitted shall decide on
the application withiri20days.

When requested by the Member State the applsfzat submit his application in the
national or official languages of that Member Statene of those languages.

SUBSECTION 4
RENEWAL, WITHDRAWAL AND AMENDMENT

Article 43
Renewal of authorisation

An authorisation shall be renewed upon appbecally the authorisation holder, provided
that the requirements referred to in Article 29 stik met.

Within three months from the renewal of the appl of an active substance, safener or
synergist contained in the plant protection prodube applicant shall submit the
following information:

(@) a copy of the authorisation of the plant pritecproduct,

(b) any new information required as a result of admeents in data requirements or
criteria;

(c) evidence that the new data submitted are tha@ltref data requirements or criteria
which were not in force when the authorisationta plant protection product was
granted or necessary to amend the conditions abapp

(d) any information required to demonstrate thatphant protection product meets the
requirements set out in the Regulation on the raheithe approval of the active
substance, safener or synergist contained in it;

(e) a report on the monitoring information, whehe tauthorisation was subject to
monitoring.

Member States shall check compliance of all tpfaotection products containing the
active substance, safener or synergist concerndéld aviy conditions and restrictions
provided for in the Regulation renewing the apptawaler Article 20.
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The Member State referred to in Article 35 withiacke zone shall coordinate the
compliance check and assessment of the informatidmitted for all Member States
within that zone.

Guidelines on the authorisation of complianceckls may be established in accordance
with the advisory procedure referred to in Artiz(2).

Member States shall decide on the renewal ofattborisation of a plant protection
product at the latest twelve months after the rexhest the approval of the active
substance, safener or synergist contained in it.

Where, for reasons beyond the control of theldrobf the authorisation, no decision is
taken on the renewal of the authorisation befa@xpiry, the Member State in question
shall extend the authorisation for the period ne&lgsto complete the examination and
adopt a decision on the renewal.

Article 44
Withdrawal or amendment of an authorisation

Member States may review an authorisation atiamy where there are indications that a
requirement referred to in Article 29 is no longatisfied.

A Member State shall review an authorisation wherdncludes that the objectives of
Article 4(1)(a)(iv) and (b)(i) and Article 7(2) an@®) of Directive 2000/60/EC]1 may not
be achieved.

Where a Member State intends to withdraw or ah@mauthorisation, it shall inform the
authorisation holder and give him the possibility submit comments or further
information.

The Member State shall withdraw or amend thbaigation, as appropriate, where:

(@) the requirements referred to in Article 29 moeor are no longer satisfied;

(b) false or misleading information was suppliechagrning the facts on the basis of
which the authorisation was granted;

(c) acondition included in the authorisation haslreen met|

(d) on the basis of developments in scientific aeghnical knowledge the manner of
use and amounts used can be modified; or

(e) the authorisation holder fails to comply with habligations resulting from this
Regulation.

Where a Member State withdraws or amends anoasdtion in accordance with
paragraph 3, it shall immediately inform the holdéthe authorisation, the other Member
States, the Commission and the Authority. The oMember States belonging to the
same zone shall withdraw or amend the authorisamordingly taking into account
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national conditions and risk mitigation measuresegx for cases where second to fourth
subparagraphs of Article 36(3) have been appliedicla 46 shall apply where
appropriate.

Article 45
Withdrawal or amendment of an authorisation
at the request of the authorisation holder

An authorisation may be withdrawn or amendedhat request of the holder of the
authorisation, who shall state the reasons fordgsest.

Amendments may only be granted where it is éstedd that the requirements referred to
in Article 29 continue to be met.

Article 46 shall apply where appropriate.

Article 46
Grace period

Where a Member State withdraws or amends an as#imnn or does not renew it, it may grant
a grace period for the disposal, storage, placmthe market and use of existing stocks.

Where the reasons for withdrawal, amendment orarewing the authorisatiare not related

to the protection of human and animal health or thenvironment the grace period shall be
limited and not exceed six months for gae and the distributiorand an additional maximum
of one year for the disposal, storage, and us«isfileg stocks of the plant protection products
concerned.

SUBSECTION 5
SPECIAL CASES

Article 47
Placing on the market of low-risk
plant protection products

Where all the active substances contained iara protection product are low-risk active
substances as referred to in Article 22, that pcbdhall be authorised as a low-risk plant
protection product provided no specific risk mitiga measures are needed following a
risk assessment. This plant protection product sited meet the following requirements:

(@) the low-risk active substances, safeners anérgists contained in it have been
approved under Chapter II;

(b) it does not contain a substance of concern;

(c) itis sufficiently effective;
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(d) it does not cause unnecessary pain and suffesimertebrates to be controlled;
(e) it complies with points (b), (c) artf) to (i) of Article 29(1).
These products are referred to hereinafter as fiskvplant protection products”.

An applicant for authorisation of a low-risk plagprotection product shall demonstrate
that the requirements set out in paragraph 1 ateanteshall accompany the application
with a complete and summary dossier for each pditite data requirements of the active
substance and the plant protection product.

The Member State shall decide within 120 daysvbather to approve an application for
authorisation of a low-risk plant protection protluc

Where the Member State needs additional informatioshall set a time limit for the
applicant to supply it. In that case, the periodcsjied shall be extended by the additional
time limit granted by the Member State.

The additional time period shall be of a maximumsof months and shall cease at the
moment when the additional information is receibgdthe Member State. Where at the
end of that period the applicant has not submittednissing elements, the Member State
shall inform the applicant that the applicatiomiadmissible.

Unless otherwise specified, all provisions retato authorisations under this Regulation
shall apply.

Article 48
Placing on the market and use of plant
protection products containing
a genetically modified organism

A plant protection product which contains anamigm falling within the scope of
Directive 2001/18/EC shall be examined in respefctth®e genetic modification in
accordance with that Directive, in addition to #ssessment under this Chapter.

An authorisation under this Regulation shall notgoented for such a plant protection
product unless written consent, as referred torircle 19 of Directive 2001/18/EC, has
been granted for it.

Unless otherwise specified, all provisions retato authorisations under this Regulation
shall apply.
Article 49

Placing on the market of treated seeds

Member States shall not prohibit placing onrtregket and use of seeds treated with plant
protection products authorised for that use irrast one Member State.
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Where there are substantial concerns that ttesgeds as referred to in paragraph 1 are
likely to constitute a serious risk to human omaatli health or to the environment and that
such risk cannot be contained satisfactorily by mseaf measures taken by the Member
State(s) concerned, measures to restrict or piottibi use and/or sale of such treated
seeds shall be taken immediately in accordance twélregulatory procedure referred to
in Article 79(3). Before taking such measures tloen@ission shall examine the evidence
and may request an opinion from the Authority. TB@mmission may set a time limit
within which such an opinion shall be provided.

Articles 70 and 71 shall apply.

Without prejudice to other Community legislatiooncerning the labeling of seeds, the
label and documents accompanying the treated stedisinclude the name of the plant
protection product with which the seeds were tbatthe name(s) of the active
substance(s) in that product, standard phrasesafety precautions as provided for in
Directive 1999/45/EC and risk mitigation measures aut in the authorisation for that
product where appropriate.

Article 50
Comparative assessment of plant protection products
containing candidates for substitution

A comparative assessment shall be performed bypnbér States when evaluating an
application for authorisation for a plant protentjgroduct containing an active substance
approved as a candidate for substitution. MembateStshall not authorise or shall
restrict the use of a plant protection product amimg a candidate for substitutidor
use on a given cropyvhere the comparative assessment weighing up #ks @&nd
benefits, as set out in Annex IV, demonstrates that

(@) for the uses specified in the application ath@sed plant protection product, or a
non-chemical control or prevention method, alreadists which is significantly
safer for human or animal health or the environmamd

(b) thesubstitution byplant protectiorproductsor non-chemical control or prevention
methodsreferred to in point (a) does not present sigaiftceconomic or practical
disadvantages; and

(c) the chemical diversity of the active substanedsere relevant, or methods and
practices of crop management and pest preventior alequate to minimize the
occurrence of resistance in the target organisih; an

(d) the consequences on minor use authorisati@nsken into account.

By way of derogation from Article 36(2) Membetates may in exceptional cases also
apply the provisions of paragraph 1 of this Artiglben evaluating an application for

authorisation of a plant protection product notteorning a candidate for substitution or a
low-risk active substance, if a non-chemical cdntmoprevention method exists for the

same use and it is in general use in that Memlage St
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By way of derogation from paragraph 1, a plantgxtion product containing a candidate
for substitution shall be authorised without conapiae assessment in cases where it is
necessary to acquire experience first through usiagproduct in practice.

Such authorisations shall be grantextefor a period not exceeding five years.

For plant protection products containing a cdatdi for substitution Member States shall
perform the comparative assessment provided fgairagraph 1 regularly and at the
latest at renewal or amendment of the authorisation

Based on the results of that comparative assessrivarhber States shall maintain,
withdraw or amend the authorisation.

Where a Member State decides to withdraw or dmam authorisation pursuant to
paragraph 4, that withdrawal or amendment shadl &ffectthree years after the decision
of the Member State or at the end of the approgebg of the candidate for substitution
where that period ends earlier.

Unless otherwise specified, all provisions retato authorisations under this Regulation
shall apply.

Article 51
Extension of authorisations for minor uses

The authorisation holder, official or scientifiodies involved in agricultural activities,
professional agricultural organisations or profeisal users may ask for the authorisation
of a plant protection product already authorisedh@ Member State concerned to be
extended to minor uses not yet covered by thatoaigtktion.

Member States shall extend the authorisationiged that:
(@) the intended use is minor in nature;

(b) the conditions referred to in points (b), (adale) of Article 4(3) angboint (i) of
Article 29(1) are satisfied;

(c) the extension is in the public interest; and

(d) the documentation and information to suppoe #xtension of use has been
submitted by the persons or bodies referred tamgraph 1, especially data on the
magnitude of residues and where necessary ondkessessment to the operator,
worker and bystander.

Member States may take measures to facilitate emcourage the submission of
applications to extend the authorisation of alreadwuthorised plant protection products
to minor uses.
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10.

The extension may take the form of an amendmetite@xisting authorisation or may be
a separate authorisation, in accordance with tharastrative procedures of the Member
State concerned.

When Member States grant an extension of authimmsdor a minor use, they shall
inform if necessary the authorisation holder anquest him to change the labelling
accordingly.

Where the authorisation holder declines, the Men8iates shall ensure that users are
fully and specifically informed as to instructiorisr use, by means of an official
publication or an official website.

The official publication or where applicable thédéh shall include a reference to the
liability of the person using the plant protectiproduct with respect to failures on the
efficacy or to phytotoxicity of the product for vafi the minor use was granted. The
minor use extension shall be separately identifietie label.

Extensions on the basis of this Article shall smparately identified and separate
reference shall be made to liability restrictions.

The applicants referred to in paragraph 1 may algoly for authorisation of a plant
protection product for minor uses in accordancén witticle 40(1) provided that a plant
protection product concerned is authorised in Mamber StateMember States shall

authorise such uses in accordance with the prawgsod Article 41 provided that the uses
are considered also minor in the Member Statepplication.

Member States shall establish and regularly upaléist of minor uses.

Not later than .Z the Commission shall present a report to the Epean Parliament
and the Council on the establishment of a Europednnd for minor uses,
accompanied, if appropriate, by a legislative preph

Unless otherwise specified, all provisions relgtio authorisations under this Regulation
shall apply.

Article 52
Parallel trade

A plant protection product that is authorisedoime Member State (Member State of
origin) may, subject to granting a parallel tradenpit, be introduced, placed on the
market or used in another Member State (Membek Siiaintroduction), if this Member
State determines that the plant protection produaientical in composition to a plant
protection product already authorised in its teryit(reference product). The application
shall be submitted to the competent authority efftember State of introduction.

From receiving a complete application a paraitade permit shall be granted in a
simplified procedure within 45 working days if th@ant protection product to be

0J: Two years after the entry into force of this Gdation.
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introduced is identical in terms of paragraph 3.n\der States shall on request provide
each other with the information necessary to assdsther the products are identical
within 10 working days of receiving the requesteTprocedure for granting a parallel
trade permit is interrupted from the day the regues information is sent to the
competent authority of the Member State of origmtiluthe complete information
required is delivered to the competent authoritthefMember State of introduction.

Plant protection products shall be consideradesical to the reference products if:

(@)

(b)

(©)

they have been manufactured by the same congdnyan associated undertaking
or under licence in accordance with the same maturiag process;

they are identical in specification and contehthe active substances, safeners and
synergists, and in the type of formulation; and

they are either the same or equivalent in tbeoomulants present and the
packaging size, material or form, in terms of tluéeptial adverse impact on the
safety of the product with regard to human or ahimealth or the environment.

The application for a parallel trade permit Ehadlude the following information:

(@)

(b)
(©)
(d)

(€)
(f)

(9)
(h)

(i)

the name and registration number of the plaateption product in the Member
State of origin;

the Member State of origin;

the name and address of the authorisation holdbe Member State of origin;

the original label and instructions for usehwithich the plant protection product to
be introduced is distributed in the Member Stateowdin if it is considered as

necessary for the examination by the competentoatigthof the Member State of

introduction. This competent authority may requéirdranslation of the relevant
parts of the original instructions for use;

the name and address of the applicant;

the name to be given to the plant protectioodpict to be distributed in the Member
State of introduction;

a draft label for the product intended to becpd on the market;

a sample of the product which is intended tortieoduced if it is considered as
necessary by the competent authority of the MerShate of introduction;

the name and registration number of the refeggiroduct.

The information requirements may be amended or teegh and further details and
specific requirements shall be established in cdsapplication for a plant protection
product for which a parallel trade permit has alsed&deen granted and in case of an
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10.

11.

application for a plant protection product for argmmal use in accordance with the
regulatory procedure with scrutiny referred to iniéle 79(4).

A plant protection product for which a paraltehde permit has been issued shall be
placed on the market and used only in accordanttethve provisions of the authorisation
of the reference product. To facilitate monitorewgd controls the Commission shall set
out specific control requirements for the prodacbé introduced in a Regulation referred
to in Article 68.

The parallel trade permit shall be valid for theation of authorisation of the reference
product. If the authorisation holder of the refermproduct applies for a withdrawal of
authorisation in accordance with Article 45(1) dhd requirements of Article 29 are still
fulfilled, the validity of the parallel trade pertrshall expire by the date on which the
authorisation of the reference product would nolyrtzdve expired.

Without prejudice to specific provisions in tisticle, Articles 44, 45, 46, and 55 and
Article 56(4) and Chapters VI to X shall apply tarallel traded plant protection products
correspondingly.

Without prejudice to Article 44 a parallel tragermit may be withdrawn if the
authorisation of the introduced plant protectioadurct is withdrawn in the Member State
of origin because of safety or efficacy reasons.

Where the product is not identical in terms afggraph 3 to the reference product, the
Member State of introduction may only grant thehausation required for placing on the
market and use in accordance with Article 29.

The provisions of this Article shall not apply plant protection products which are
authorised in the Member State of origin in accaoogawith Article 53 or 54.

Without prejudice to Article 63, Member Stadathorities shall make publicly available
information about parallel trade permits.

SUBSECTION 6
DEROGATIONS

Article 53
Emergency situations in plant protection

By way of derogation from Article 28, in spec@tcumstances a Member State may
authorise, for a period not exceeding 120 days, plaeing on the market of plant

protection products, for limited and controlled usehere such a measure appears
necessary because of a danger which cannot beroeshtay any other reasonable means.

The Member State concerned shall immediately infdrenother Member States and the
Commission of the measure taken, providing detanéamation about the situation and
any measures taken to ensure consumer safety.
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The Commission may ask the Authority for an amn or for scientific or technical
assistance.

The Authority shall provide its opinion or the r#suof its work to the Commission
within one month of the request.

If necessary, a decision shall be taken, in raeswe with the regulatory procedure
referred to in Article 79(3), as to when and undbat conditions the Member State:

(@) may or may not extend the duration of the measurepeat it; or
(b) shall withdraw or amend its measure.

Paragraphs 1 to 3 shall not apply to plant ptaie products containing or composed of
genetically modified organisms unless such reléasebeen accepted in accordance with
Directive 2001/18/EC.

Article 54
Research and development

By way of derogation from Article 28, experimemtr tests for research or development
purposes involving the release into the environnoérdn unauthorised plant protection
product or involving unauthorised use of plant potibn product may be carried out if
the Member State in whose territory the experimantest is to be carried out has
assessed the available data and granted a pemtitalopurposes. The permit may limit
the quantities to be used and the areas to bedr@atd may impose further conditions to
prevent any harmful effects on human or animalthea any unacceptable adverse effect
on the environment, such as the need to prevent ied the food chain of feed and food
containing residues unless a relevant provision &lasady been established under
Regulation (EC) No 396/2005.

The Member State may authorise a programme of grpets or tests in advance or
require a permit for each experiment or test.

An application shall be submitted to the Mem®Btate in whose territory the experiment
or test is to be conducted, together with a dossiertaining all the available data to
permit an assessment of possible effects on humanimal health or the possible impact
on the environment.

Permit for trial purposes shall not be grantadeikperiments or tests involving the release
into environment of a genetically modified organismless such release has been
accepted under Directive 2001/18/EC.

Paragraph 2 shall not apply if the Member Skete granted the person concerned the
right to undertake certain experiments and testishes determined the conditions under
which the experiments and tests have to be undartak

Detailed rules for the application of this Akéicin particular the maximum quantities of
plant protection products that may be releasedndugxperiments or tests and the
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minimum data to be submitted in accordance withagieaph 2, may be adopted in
accordance with the regulatory procedwrth scrutiny referred to inArticle 79(4)

SECTION 2
USE AND INFORMATION

Article 55
Use of plant protection products

Plant protection products shall be used properly.

Proper use shall include the application of thagples of good plant protection practice and
compliance with the conditions established in adance with Article 31 and specified on the
labelling. It shall also comply with the provisiooEDirective2009/.../EC [ establishing a
framework for Community action to achieve a sustainable use of pesticides] ” and, in particular,
with generaprinciples of integrated pest managemastreferred to in Article 13 and in Annex
[l to that Directive, which shall apply at theéat by 1 January 2014.

Article 56
Information on potentially harmful or unacceptabftects

The holder of an authorisation for a plant prbte product shall immediately notify the
Member States that granted an authorisation ohamyinformation concerning that plant
protection product, the active substance, its nuditels, a safener, synergist or
co-formulant contained in the plant protection g which suggests that the plant
protection product no longer complies with the estd set out in Articles 29 and 4
respectively.

In particular, potentially harmful effects of thalant protection product, or of residues of
an active substance, its metabolites, a safeneergigt or co-formulant contained in it,
on human or animal health or on groundwater, ar fhetentially unacceptable effects on
plants or plant products or the environment shalhbtified.

To this end the authorisation holder shall record @eport all suspected adverse reactions
in humans in animals and the environmentelated to the use of the plant protection
product.

The obligation to notify shall include relevantonination on decisions or assessments by
international authorisation or by public bodies ethauthorise plant protection products
or active substances in third countries.

The notification shall include an assessmenwioéther and how the new information
means that the plant protection product or thevacubstance, its metabolites, a safener,
or synergist or co-formulant no longer comply witle requirements set out in Article 29
and Article 4 or Article 27, respectively.

O

Note to OJ: please insert numijer
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3.

Without prejudice to the right of Member Stattiesadopt interim protective measures the
Member State which first granted an authorisatiotihiw each zone shall evaluate the
information received and inform the other Membeat&t, belonging to the same zone,
where it decides to withdraw or amend the authbasainder Article 44.

It shall inform the other Member States and the @asion where it considers that the
conditions of the approval of the active substasedéener or synergist contained in the
plant protection product are no longer fulfilledwanether in the case of a co-formulant it
has been considered unacceptable and proposehthatpproval be withdrawn or the
conditions amended.

The holder of an authorisation for a plant proten product shall report annually to the
competent authorities of the Member States whi¢haised his plant protection product
if he has any information available relating to tlaek of expected efficacy, the

development of resistance and to any unexpectettedin plants, plant products or the
environment.

Article 57
Obligation to keep
information available
Member States shall keep information electrdlyicavailable to the public on plant
protection products authorised or withdrawn in adeace with this Regulation,
containing at least:

(@) the name or business name of the holder oétitleorisation and the authorisation
number;

(b) the trade name of the product,
(c) the type of preparation;

(d) the name and amount of each active substarafenes or synergist which it
contains;

(e) the classification, risk and safety phrasesdnordance to Directive 1999/45/EC
and to the Regulation referred to in Article 65;

() the use or uses for which it is authorised;
(g) the reasons for withdrawal of an authorisatfdhey are related to safety concerns;
(h) the list of minor uses as referred to in Artelb1(8).

The information referred to in paragraph 1 shelfreadily accessible and updated at least
once every three months.
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In accordance with the regulatory procedurerreteto in Article 79(3), an authorisation
information system may be set up to facilitate aipglication of paragraphs 1 and 2 of
this Article.

CHAPTER IV
ADJUVANTS

Article 58
Placing on the market and use of adjuvants

An adjuvant shall not be placed on the marketsed unless it has been authorised in the
Member State concerned in accordance with the tondiestablished in the Regulation
referred to in paragraph 2.

Detailed rules for the authorisation of adjugaimcluding data requirements, notification,
evaluation, assessment and decision making proeeshall be set out in a Regulation to
be adopted in accordance with the regulatory praeedvith scrutiny referred to in
Article 79(4).

Article 81(3) shall apply.

CHAPTER V
DATA PROTECTION AND DATA SHARING

Article 59
Data protection

Test and study reports shall benefit from datégetion under the conditions laid down in
this Article.

The protection shall apply to test and study repaxdncerning the active substance,
safener or synergist, adjuvants and the plant gtiote product as referred to in Article
8(2) when they are submitted to a Member Staterbgmplicant for authorisation under
this Regulation, hereinafter referred to as "thg fapplicant”, provided that those test and
study reports were:

(@) necessary for the authorisation or an amendmkrn authorisation in order to
allow the use on another crop, and

(b) certified as compliant with the principles adagl laboratory practice or of good
experimental practice.

Where a report is protected, it may not be usedhéyMember State which received it for
the benefit of other applicants for authorisatidrplant protection products, safeners or
synergists and adjuvants, except as provided iagoaph 2 of this Article, in Article 62
or in Article 80.
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The period of data protection is ten years stardinthe date of first authorisation in that
Member State, except as provided in paragraph thisfArticle or in Article 62. That
period is extended to 13 years for plant protectimducts covered by Article 47.

Those periods shall be extended by three monthedoln extension of authorisation for

minor uses as defined in Article 51(1), except whtre extension of authorisation is

based on extrapolation, if the applications for hswauthorisations are made by the
authorisation holder at the latest five years dfterdate of the first authorisation in that
Member State. The total period of data protectiaynm no case exceed 13 years. For
plant protection products covered by Article 47 thial period of data protection may in

no case exceed 15 years.

The same data protection rules as for the firdhaigation shall also apply to test and
study reports submitted by third parties for theppse of extension of authorisation for
minor uses as referred to in Article 51(1).

A study shall also be protected if it was necesdarythe renewal or review of an
authorisation. The period for data protection sl 30 months. The first to fourth
subparagraphs shall apply with due changes.

Paragraph 1 shall not apply:
(@) totest and study reports for which the appli¢eas submitted a letter of access; or

(b) where any period of data protection grantedHertest and study reports concerned
in relation to another plant protection product bagired.

Data protection under paragraph 1 shall onlygtsnted where the first applicant has
claimed data protection for test and study repooteerning the active substance, safener
or synergist, adjuvant and the plant protectiondpob at the time of submitting the
dossier and has provided to the Member State coeddor each test or study report the
information referred to ipoint (f) of Article 8(1) and in point (d) of Article 33(&s well

as confirmation that a period of data protectios haver been granted for the test or
study report or that any period granted has noireap

Article 60
List of test and study reports

For each active substance, safener and synargisadjuvant, rapporteur Member States
shall prepare a list of the test and study repuetessary for first approval, amendment of
approval conditions or renewal of the approval amake it available to the Member
States and the Commission.

For each plant protection product which theyhatse, Member States shall keep and
make available to any interested party upon request

(@) a list of the test and study reports concerrtimg active substance, safener or
synergist, adjuvant and the plant protection prodecessary for first authorisation,
amendment of the authorisation conditions or rehefvidne authorisation; and
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(b) alist of test and study reports for which #pplicant claimed data protection under
Article 59 and any reasons submitted in accordanttethat Article.

The lists provided for in paragraphs 1 and 4lshelude information on whether those
test and study reports were certified as comphettt the principles of good laboratory
practice or of good experimental practice.

Article 61
General rules on avoidance
of duplicative testing

In order to avoid duplicate testing, any persimsnding to seek an authorisation for a
plant protection product shall, before carrying wsts or studies, consult the information
referred to in Article 57 to find out if and to wimoan authorisation has already been
granted for a plant protection product containihg same active substance, safener or
synergist or for an adjuvant. The competent autyaehall on request from the applicant
provide him with the list of test and study repgtepared in accordance with Article 60
for that product.

The prospective applicant shall submit all datardog the identity and impurities of the
active substance he proposes to use. The enquahlyb&hsupported by evidence that the
prospective applicant intends to apply for an auslation.

The competent authority of the Member State, revheatisfied that the prospective
applicant intends to apply for an authorisationthe renewal or review thereoghall
provide him with the name and address of the hotiteholders of previous relevant
authorisations and shall at the same time inforenhtblders of the authorisations of the
name and address of the applicant.

The prospective applicant for the authorisatmrthe renewal or review thereond the
holder or holders of relevant authorisations shake all reasonable steps to reach
agreement on the sharing of any test and studyteepootected under Article 5 a
fair, transparent and non-discriminatory way

Article 62
Sharing of tests and studies
involving vertebrate animals

Testing on vertebrate animals for the purposdsiis Regulation shall be undertaken
only where no other methods are available. Repetitiof tests and studies involving
vertebrates undertaken for the purposes of this wkdion shall be avoided in
accordance with paragraphs 2-6.

Member States shall not accept repeated testtadees involving vertebrate animals or
those initiated where conventional methods desdriben AnnexIl to

Directive 1999/45/EC could reasonably have beeml,use support of applications for
authorisations. Any person intending to perforntsteend studies involving vertebrate

126 /PE 418.771



animals shall take the necessary measures to weatythose tests and studies have not
already been performed or initiated.

The prospective applicant and the holder or hsldérthe relevant authorisations shall
make every effort to ensure that they share testsstudies involving vertebrate animals.
The costs of sharing the test and study reportl sbadetermined in a fair, transparent
and non-discriminatory way. The prospective appliaa only required to share in the
costs of information he is required to submit teefrtbe authorisation requirements.

Where the prospective applicant and the hold&otders of the relevant authorisations of
plant protection products containing the same adivwstance, safener or synergist, or of
adjuvant cannot reach agreement on the sharingesif and study reports involving
vertebrate animals, the prospective applicant shidkm the competent authority of the
Member State mentioned in Article 61(1).

The failure to reach agreement, as providedpanagraph 3, shall not prevent the
competent authority of that Member State from ushegtest and study reports involving
vertebrate animals for the purpose of the appboatif the prospective applicant.

Not later than .Z the Commission shall report on the effects of thevisions in this
Regulation concerning data protection of tests astidies involving vertebrate animals.
The Commission shall submit this report accompaniédnecessary, by an appropriate
legislative proposal, to the European Parliamentcthe Council.

The holder or holders of the relevant authorisasball have a claim on the prospective
applicant fora fair share of the costs incurred by him. The competettority of the
Member State may direct the parties involved tolkesthe matter by formal and binding
arbitration administered under national law. Othisenthe parties may resolve the matter
through litigation in the courts of the Member $&at Awards from arbitration or
litigation shall have regard to the principles deti@ed in paragraph 3 and shall be
enforceable in the courts of the Member States.

CHAPTER VI
PUBLIC ACCESS TO INFORMATION

Article 63
Confidentiality

A person requesting that information submittedar this Regulation is to be treated as
confidential shall provide verifiable evidence thow that the disclosure of the
information might undermine his commercial intesesir in the protection of privacy and
the integrity of the individual.

Disclosure of the following information shall maally be deemed to undermine the
protection of the commercial interests or of privand the integrity of the individuals
concerned:

0J: Seven years after the entry into force of tliRegulation
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(@) the method of manufacture;

(b) the specification of impurity of the active stdnce except for the impurities that
are considered to be toxicologically, ecotoxicotadly or environmentally
relevant;

(c) results of production batches of the activessatice including impurities;

(d) methods of analysis for impurities in the aetsubstance as manufactured except
for methods for impurities that are considered t@ Ioxicologically,
ecotoxicologically or environmentally relevant;

(e) links between a producer or importer and th@iegnt or the authorisation holder;

(H information on the complete composition of argl protection product;

() names and addresses of persons involved ingest vertebrate animals.

3.  This Article is without prejudice to Directivéd@3/4/EC of the European Parliament and

of the Councibf 28 January 2003 on public access to environrharfamatiort.

CHAPTER VII
PACKAGING, LABELLING AND ADVERTISING OF PLANT PROTETION PRODUCTS
AND ADJUVANTS

Article 64
Packaging and presentation

1. Plant protection products and adjuvants that beagnistaken for food, drink or feed shall
be packaged in such a way as to minimise the hikeli of such a mistake being made.

2. Plant protection products and adjuvants avalabl the general public that may be
mistaken for food, drink or feed shall contain caments to discourage or prevent their
consumption.

3. Atrticle 9 of Directive 1999/45/EC shall also ppo plant protection products and
adjuvants not covered by that Directive.

Article 65
Labelling

1. The labelling of plant protection products shatlude the classification, labelling and
packaging requirements of Directive 1999/45/EC simall comply with the requirements

! OJ L 41, 14.2.2003, p. 26.
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set out in a Regulation adopted in accordance thilregulatory procedure with scrutiny
referred to in Article 79(4).

That Regulation shall also contain standard phrasesspecial risks and safety
precautions which supplement the phrases providetyf Directive 1999/45/EC. It shall
incorporate the text of Article 16 and the texttbé Annexes IV and V to Directive
91/414/EEC with any necessary modifications.

Member States may require samples or mock-upgheopackaging and drafts of labels
and leaflets to be submitted before the authodeasi granted.

Where a Member State considers that additionedges are necessary to protect human
or animal health or the environment, it shall notihe other Member States and the
Commission forthwith and shall forward the addidabphrase or phrases and the reasons
for these requirements.

Such phrases shall be considered for inclusioheénRegulation referred to in paragraph
1.

Pending that inclusion, the Member State may reqne use of the additional phrase or
phrases.

Article 66
Advertising

Plant protection products which are not autmorishall not be advertised. Every
advertisement for a plant protection product shallccompanied by the sentences "Use
plant protection products safely. Always read thleel and product information before
use". These sentences shall be easily legible laadly distinguishable in relation to the
whole advertisement. The words "plant protectioodpcts” may be replaced by a more
precise description of the product-type, such agittide, insecticide or herbicide.

The advertisement shall not include informatioriext or graphic form which could be
misleading as regards possible risks to human wnarhealth or to the environment,
such as the terms "low risk", "non-toxic" or "haess".

Only in the case of low-risk plant protection prottuthe term "authorised as low-risk
plant protection product in accordance with Regoiat(EC) No ...2009™" shall be
allowed in the advertisement. It can not be use@ &taim on the label of the plant
protection product.

Member States may prohibit or restrict the athieng of plant protection products in
certain media subject to Community law.

All statements used in advertising shall be tecdlty justifiable.

Note to OJ: please insert number of this Reguiatio
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Advertisements shall not contain any visual repméstion of potentially dangerous
practices, such as mixing or application withoufisient protective clothing, not any use
near food or use by or in the vicinity of children.

Advertising or promotional material shall draweattion to the appropriate warning
phrases and symboils as laid down in the labelling.

CHAPTER VIII
CONTROLS

Article 67
Record-keeping

Producers, suppliers, distributors, importarsj exportersl of plant protection products
shall keep records of the plant protection prodtlety produce, import, export, store, use
or place on the market for at ledste years.Professional users of plant protection
products shall keep records of the plant protectiproducts they usecontaining the
name of the plant protection product, the time atie dose of application, the area
and the crop where the plant protection product wased for at least three years.

They shall make the relevant information contaimedhese records available to the
competent authority on request. Third parties sashthe drinking water industry
retailers or residentsmay request access to this information by addigdsie competent
authority.

The competent authorities shall provide access wotsinformation in accordance with
applicable national or Community law.

By ..E the Commission shall present a report to the Epean Parliament and the
Council on costs and benefits of the traceability the information from users to
retailers concerning the plant protection productsgipplications on agricultural
products accompanied, If necessary, with appropeiétgisiative proposals.

Producers of plant protection products shall dertake postauthorisationmonitoring
on request of the competent authorities. They shaditify the competent authorities of
the relevant results.

Authorisation holders shall provide the competathorities of the Member States with
all data relating to the volume of sales of plardtgction products in accordance with
Regulation (EC) No ..2009 of the European Parliament and the Council of ...
concerning statistics on plant protection prodtfcts

Note to OJ: Three years after entry into force ¢ii$ Regulation.

OoJL...

Note to OJ: please insert number and date of ggaRtion referred to as well as publication
references.
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4. Implementing measures to ensure the uniform agpdic of paragraphs 1-3 may be
adopted in accordance with the regulatory proceckfegred to in Article 79(3).

Article 68
Monitoring and controls

Member States shall carry out official controls arder to enforce compliance with this
Regulation. They shall finalise and transmit to @@mmission a report on the scope and the
results of these controls within six months of ¢éinel of the year to which the reports relate.

Commission experts shall carry out general and ipezudits in the Member States for
purposes of verifying the official controls carriedt by the Member States.

A Regulation, adopted in accordance with the raguyaprocedure with scrutiny referred to in
Article 79(4), shall set out provisions for the tois, in particular on the production,

packaging, labelling, storage, transport, marketfognulation, parallel trade and use of plant
protection products. It shall also contain prouisiaconcerning the collection of information
and reporting on suspected poisonings.

CHAPTER IX
EMERGENCIES

Article 69
Emergency measures

Where it is clear that an approved substance, sgfaynergist or co-formulant or a plant
protection product which has been authorised iom@ance with this Regulation is likely to
constitute a serious risk to human or animal healttne environment, and that such risk cannot
be contained satisfactorily by means of measurksntdy the Member State(s) concerned,
measures to restrict or prohibit the use and/a¥ e&lthat substance or product shall be taken
immediately in accordance with the regulatory pdure referred to in Article 79(3), either at
the own initiative of the Commission or at the resfuof a Member State. Before taking such
measures the Commission shall examine the evidandemay request an opinion from the
Authority. The Commission may set a time limit vithwhich such an opinion shall be
provided.

Article 70
Emergency measures in cases
of extreme urgency

By way of derogation from Article 69, the Commissimay in cases of extreme urgency
provisionally adopt emergency measures after ctingulhe Member State or Member States
concerned and informing the other Member States.
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As soon as possible, and at the latest after tekimgpdays, those measures shall be confirmed,
amended, revoked or extended in accordance withrdbalatory procedure referred to in
Article 79(3).

Article 71
Other emergency measures

1. Where a Member State officially informs the Coission of the need to take emergency
measures, and no action has been taken in accerdaticArticle 69 or 70, the Member
State may adopt interim protective measures. kdhent, it shall immediately inform the
other Member States and the Commission.

2. Within 30 working days, the Commission shall pl¢ matter before the Committee
referred to in Article 79(1) in accordance with tregulatory procedure referred to in
Article 79(3) with a view to the extension, amendiner abrogation of the national
interim protective measure.

3. The Member State may maintain its national intemprotective measures until
Community measures have been adopted.

CHAPTER X
ADMINISTRATIVE AND FINANCIAL PROVISIONS

Article 72
Penalties

The Member States shall lay down the rules on piesahpplicable to infringements of this
Regulation and shall take the measures necessapsiare that they are implemented. The
penalties provided for must be effective, propordite and dissuasive.

The Member States shall notify those rules andsaigequent amendment to the Commission
without delay.

Article 73
Civil and criminal liability

The granting of authorisation and any other measureonformity with this Regulation shall
be without prejudice to general civil and crimitiability in the Member States of the producer
and, where applicable, of the person responsiblgléxing the plant protection product on the
market or using it.

Article 74
Fees and charges
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Member States may recover the costs associatecamy work they carry out within the
scope of this Regulation, by means of fees or @sarg

Member States shall ensure that the fees ogebaeferred to in paragraph 1:
(@) are established in a transparent manner; and

(b) correspond to the actutdtal cost of the work involved except if it is in public
interest to lower the fees or charges.

The fees or charges may include a scale of fixedgds based on average costs for the
work referred to in paragraph 1.

Article 75
Competent authority

Each Member State shall designate a compet¢horaty or authorities to carry out the
obligations of the Member States as defined inRagulation.

Each Member State shall designate a coordinatatgpnal authority to coordinate and
ensure all the necessary contacts with applicatit®r Member States, the Commission
and the Authority.

Member States shall ensure that competent atilsohave a sufficient number of
suitable qualified and experienced staff so that tbligations as defined in this
Regulation shall be carried out efficiently andeetively.

Each Member State shall give the details comegrits national competent authority or
authorities to the Commission, the Authority and ttmordinating national authorities of
the other Member States and inform them of any fizadions thereof.

The Commission shall publish and keep updatedtsowebsite a list of the authorities
referred to in paragraphs 1 and 2.

Article 76
Expenditure by the Commission

The Commission may incur expenditure for aagsitcontributing to the aims of this
Regulation including the organisation of the follog:

(@) development of a harmonised system, includingappropriate database, for
gathering and storing all information concerningtivec substances, safeners,
synergists, co-formulants, plant protection produantd adjuvants and for making
such information available to the Member Statesdpcers and other interested
parties;

(b) performance of studies needed to prepare awmdlae further legislation on the
placing on the market and use of plant protectimapcts and adjuvants;
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()

(d)

(e)

(f)

(¢))

(h)
(i)

performance of studies needed to harmoniseegioes, decision-making criteria
and data requirements;

coordination, if necessary by electronic measfscooperation between Member
States, the Commission and the Authority and meadorfacilitate work sharing;

development and maintenance of a coordinategttrehic submission and
evaluation system aimed at promoting electronicuduent exchange and work
sharing between the applicants, the Member Stdtes,Commission and the
Authority;

development of guidance to facilitate the dayday implementation of this
Regulation;

travel and subsistence expenses that MembersSexperts incur as a result of the
Commission appointing them to assist its expertgshm framework of control
activities laid down under Article 68;

training of control staff;

financing of other measures needed to ensupécapion of the Regulation adopted
under Article 68.

2.  The appropriations required under paragraphall §ie subject to authorisation by the
budgetary authority each financial year.

Article 77
Guidance documents

The Commission may, in accordance with the advigoogedure referred to in Article 79(2),
adopt or amend technical and other guidance docisnsrch as explanatory notes or
guidance documents on the content of the applicati@oncerning micro-organisms,

pheromones and biological productdor the implementation of this Regulation. The
Commission may ask the Authority to prepare ordwtgbute to such guidance documents.

Article 78
Amendments and implementing measures

1. The following measures designed to amend nosréss elements of this Regulation
inter alia by supplementing it shall be adoptedaiccordance with the regulatory
procedure with scrutiny referred to in Article 79(4

(@)

amendments to the Annexes, taking into acceuntent scientific and technical
knowledge;
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(b) amendments to the Regulations on data requitenfer active substances and for
plant protection products, as referred to in po{b)sand (c) of Article 8(1), taking
into account current scientific and technical knexdge;

(c) amendments to the Regulation on uniform priesip for evaluation and
authorisation of plant protection products, asrrefi2to in Article 29(6), taking into
account current scientific and technical knowledge;

(d) a Regulation postponing the expiry of the appreriod referred to in the second
subparagraph of Article 17;

(e) a Regulation on data requirements for saferers synergists referred to in
Article 25(3);

(H a Regulation establishing a work program fdiesars and synergists referred to in
Article 26;

(g) adoption of the harmonised methods as refertedn Article 29(4);
(h) inclusion of co-formulants in Annex lll, as refedrto in Article 27(2);

(i) extension of the date of application of this Ragah to provisional authorisations,
as referred to in Article 30(3);

() information requirements for parallel trade, demed to in Article 52(4);

(k) rules for the application of Article 54, in paicular the maximum quantities of
plant protection products to be released;

() detailed rules for adjuvants, as referred to iticke 58(2);

(m) a Regulation containing the requirements of theellang of plant protection
products, as referred to in Article 65(1);

(n) a Regulation on controls, as referred to in thee ttubparagraph of Article 68.

Any further measures necessary for the impleatiemt of this Regulation may be
adopted in accordance with the regulatory proceckfegred to in Article 79(3).

In accordance with the advisory procedure reteto in Article 79(2), a Regulation shall
be adopted containing the list of active substangeduded in Annex | to
Directive 91/414/EEC. Those substances shall benddeo have been approved under
this Regulation.

Article 79
Committee procedure

The Commission shall be assisted by the Stan@mmmittee on the Food Chain and
Animal Health, as established by Article 58 of Ragjon (EC) No 178/2002.
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Where reference is made to this paragraph, I8sti8 and 7 of Decision 1999/468/EC
shall apply, having regard to the provisions ofi@et 8 thereof.

Where reference is made to this paragraph, I8sti6 and 7 of Decision 1999/468/EC
shall apply, having regard to the provisions ofiélet 8 thereof.

The period laid down in Article 5(6) of Decision 99468/EC shall be set at three
months.

Where reference is made to this paragraph, lArtsa(l) to (4) and Article 7 of
Decision 1999/468/EC shall apply, having regarthoprovisions of Article 8 thereof.

Where reference is made to this paragraph,larbia(1) to (4) and (5)(b) and Article 7 of
Decision 1999/468/EC shall apply, having regartheoprovisions of Article 8 thereof.

The time-limits laid down in Article 5a(3)(c) and)(b) and (e) of Decision 1999/468/EC
shall be set at two months, one month and two nsorgspectively.

CHAPTER XI
TRANSITIONAL AND FINAL PROVISIONS

Article 80
Transitional measures

Directive 91/414/EEC shall continue to applythwrespect to the procedure and the
conditions for approval:

(@) to active substances for which a decision heenbadopted in accordance with
Article 6(3) of Directive 91/414/EEC before .or

(b) to active substances listed in Annex | @mmission Regulation (EC) No
737/200%; or

(c) to active substances for which completenesshiegs established in accordance
with Article 16 of Commission Regulation (EC) No 33/20680r

(d) to active substances for which completenesshegs established in accordance
with Article 6 of Regulation (EC) No 33/2008 befare*.

On the basis of the examination carried out undexdiive 91/414/EEC, a Regulation on
the approval of such a substance shall be adoptadcordance with Article 13(2) of this
Regulation. For active substances mentioned intgbinof this paragraph that approval

Note to OJ: 18 months from the date of entry fotoe of this Regulation.
OJ L 169, 29.€007, p. 10.
OJ L 15, 18.1.2008, p. 5.
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shall not be considered as the renewal of approsa@red to in Article 14 of this
Regulation.

Article 13(1) to (4) and Annexes Il and Il taréctive 91/414/EEC shall continue to
apply with respect to active substances includefinnex | to that Directive and to active
substances approved in accordance with paragrapthis Article:

(@) for a period of five years from the date ofithaclusion or approval, for active
substances covered by Article 8(2) of Directiveda4/EEC,;

(b) for a period of ten years from the date of theclusion or approval, for active
substances which were not on the market on 261899;

(c) for a period of five years from the date of tbeewal of the inclusion or renewal of
the approval, for active substances whose inclusion Annex | to
Directive 91/414/EEC expires by "..This provision shall only apply to data
necessary for the renewal of the approval and whieke certified as compliant
with the principles of good laboratory practicetbgt date.

Where Article 13 of Directive 91/414/EEC applesvirtue of paragraph 1 or paragraph

2 of this Article, it shall be subject to any s@cules concerning Directive 91/414/EEC

laid down in the Act of Accession by which a MemBeate joined the Community.

For active substances for which the first appt@xpires by .- the application provided

for in Article 14 shall be submitted by a producérthe active substance to a Member

State, with a copy to the other Member StatesCibiamission and the Authority, no later

than two years before the expiry of the first appto

Applications for authorisations of plant protentproducts:

(@) under Atrticle 4 of Directive 91/414/EEC whictegending in the Member States,

(b) which are due to be amended or withdrawn falhgwan inclusion in Annex | to
Directive 91/414/EEC or following an approval incacdance with paragraph 1 of

on ... shall be decided on the basis of national lavoind before that date.

After that decision, this Regulation shall apply.

Products labeled in accordance with Article 1®uwective 91/414/EEC may continue to

Note to OJ: 24 months after the date of publicatibthis Regulation.
Note to OJ: 36 months from the date of entry fotoe of this Regulation.
Note to OJ: 18 months from the date of entry fotoe of this Regulation.

2.
3.
4.
5.

or

this Article,
6.

be placed on the market until"™

O
O
[mE]

" Note to OJ: 66 months from the date of entry fotoe of this Regulation.
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7. By ..° the Commission shall establish a list of substanimcluded in Annex | of
Directive 91/414/EEC which satisfy the criteria seit in point 4 of Annex Il to this
Regulation and to which the provisions of Article & this Regulation shall apply.

Article 81
Derogation for safeners and synergists,
co-formulants and adjuvants

1. By way of derogation from Article 28(1), a Meml&tate may, for a period of five years
following the adoption of the programme referredrtdArticle 26, authorise the placing
on the market in its territory of plant protectiggmoducts containing safeners and
synergists, which have not been approved, whesedtreeincluded in that programme.

2. By way of derogation from Article 27 and withqurejudice to Community law, Member
States may apply national provisions for co-formtganot included in Annex Il until
*

Where, after ...*, a Member State has serious grotordsonsidering that a co-formulant
not included in Annex lll is likely to constitutesgrious risk to human or animal health or
the environment, it may temporarily prohibit ortreg the application of a co-formulant
in question within its territory. It shall immed&y inform the other Member States and
the Commission thereof and give reasons for itssget Article 71 shall apply.

3. By way of derogation from Article 58(1) Membetat®s may apply national provisions
for authorisation of adjuvants until the adoptiodndetailed rules referred to in Article
58(2).

Article 82
Review clause

By ...~ The Commission shall present a report to the jiean Parliament and the Council on
the functioning of mutual recognition of authorisas and in particular on the application by
the Member States of the provisions referred tAriicle 36(3) and Article 50(2), the division
of the Community into three zones and on the aggtio of the criteria for the approval of
active substances, safeners and synergists asitsiet Annex Il and the impact thereof on the
diversification and competitiveness of agricultae well as on human health and on the
environment. The report may be accompanied, if sesry, by the appropriate legislative
proposals to amend those provisions.

Article 83
Repeal

Note to 0J48 months from the date of entry into force of thisgRlation.
Note to OJ: 60 months from the date of entry fotae of this Regulation.
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Without prejudice to Article 80, Directives 79/1EHC and 91/414/EEC, as amended by the
acts listed in Annex V, are repealed with effeonir... ™, without prejudice to the obligations
of the Member States relating to the time-limitg toansposition into national law and
application of the Directives set out in that Annex

References to the repealed Directives shall beta@ts as references to this Regulation. In
particular, references in other Community legisiatisuch as Regulation (EC) No 1782/2003,

to Article 3 of Directive 91/414/EEC shall be cansid as references to Article 55 of this
Regulation.

Article 84
Entry into force and application

This Regulation shall enter into force on the twathtday following that of its publication in
the Official Journal of the European Union.

By ...", the Commission shall adopt the following:

(@) a Regulation containing the list of the actpubstances already approved at the moment
of adoption of that Regulation;

(b) a Regulation on data requirements for actilstances, as referred to in Article 8(1)(b);

(c) a Regulation on data requirements for planttgmtoon products, as referred to in
Article 8(1)(c);

(d) a Regulation on uniform principles for risk @ssment for plant protection products, as
referred to in Article 36;

(e) a Regulation containing the requirements ofldbelling of plant protection products, as
referred to in Article 65(1).

This Regulation shall apply from -..

This Regulation shall be binding in its entiretyatrectly applicable in all Member States.

Done at

For the European Parliament For the Council

The President The President

' Note to OJ: 18 months from the date of entry fotee of this Regulation.
O

Note to OJ: 18 months from the date of entry fotoe of this Regulation.
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ANNEX |

Definition of zones for the authorisation of plgmbtection products as referred to in Article
3(15)
Zone A — North

The following Member States belong to this zone:

Denmark, Estonia, Latvia, Lithuania, Finland, Swede

Zone B — Centre

The following Member States belong to this zone:

Belgium, Czech Republic, Germany, Ireland, Luxembptiungary, Netherlands, Austria,
Poland, Romania, Slovenia, Slovakia, United Kingdom
Zone C — South

The following Member States belong to this zone:

Bulgaria, Greece, Spain, France, Italy, Cyprus,td&ortugal

- Note to OJ: 18 months from the date of entry fotae of this Regulation.
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ANNEX I

Procedure and criteria for the approval of activiessances,
safeners and synergists pursuant to Chapter Il

Evaluation

1.1

1.2.

1.3.

During the process of evaluation and decismaking provided for in Articles 4 to
21, the rapporteur Member State and the Authohgtlooperate with applicants
to resolve any questions on the dossier quicklpodentify at an early stage any
further explanations or additional studies necgsdar the evaluation of the
dossier, including information to eliminate the defor a restriction of the
approval, or to amend any proposed conditionsHeruse of the plant protection
product or to modify its nature or its compositiam order to ensure full
satisfaction of the requirements of this Regulation

The evaluation by the Authority and the rap@ar Member State must be based
on scientific principles and be made with the biérdfexpert advice.

During the process of evaluation and decisnaking provided for in Articles 4
to 21, Member States and the Authority shall take consideration any further
guidance developed in the framework of the Standbognmittee on the Food
Chain and Animal Health for the purposes of refiniwhere relevant, the risk
assessments.

General decision-making criteria

2.1

2.2.

2.3.

Article 4 shall only be considered as compldth, where, on the basis of the
dossier submitted, authorisation in at least onenbkr State is expected to be
possible for at least one plant protection prodwettaining that active substance
for at least one of the representative uses.

Submission of further information

In principle an active substance, safener or sysiespall only be approved where
a complete dossier is submitted.

In exceptional cases an active substance, safengynergist may be approved
even though certain information is still to be sutied where:

(@) the data requirements have been amended pededifter the submission of
the dossier; or,

(b) the information is considered to be confirmgtor nature, as required to
increase the confidence in the decision.

Restrictions on approval

Where necessary, the approval may be subject tditemms and restrictions as
referred to in Article 6.
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Where the rapporteur Member State considers thatdtissier provided lacks
certain information, to the effect that the actsudstance could only be approved
subject to restrictions, it shall contact the aggiit at an early stage to obtain more
information which may possibly enable these restms to be removed.

3.  Ciriteria for the approval of an active substance

3.1.

3.2.

3.3.

Dossier

The dossiers submitted pursuant to Article 7(1)llsbantain the information
needed to establish, where relevant, Acceptabléy Datake (ADI), Acceptable
Operator Exposure Level (AOEL) and Acute Referddose (ARD).

In the case of an active substance, safener orgighdor which one or more
representative uses includes use on feed or foodscor leads indirectly to
residues in food or feed, the dossier submittecsymmt to Article 7(1) shall
contain the information necessary to carry out sk rassessment and for
enforcement purposes.

The dossier shall in particular:
(@) permit any residue of concern to be defined;
(b) reliably predict the residues in food and faadluding succeeding crops;

(c) reliably predict, where relevant, the corregpiog residue level reflecting
the effects of processing and/or mixing;

(d) permit a maximum residue level to be defined &m be determined by
appropriate methods in general use for the commodihd, where
appropriate, for products of animal origin where dommaodity or parts of it
is fed to animals;

(e) permit, where relevant, concentration or dintfactors due to processing
and/or mixing to be defined.

The dossier submitted pursuant to Article 7(1) Isbalsufficient to permit, where
relevant, an estimate of the fate and distributbérthe active substance in the
environment, and its impact on non-target species.

Efficacy

An active substance alone or associated with aneafer synergist shall only be
approved where it has been established for oneooe nepresentative uses that the
plant protection product, consequent on applicationsistent with good plant
protection practice and having regard to realistinditions of use is sufficiently
effective. This requirement shall be evaluated éeoadance with the uniform
principles for evaluation and authorisation of plprotection products referred to
in Article 29(6).

Relevance of metabolites
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3.4.

3.5.

3.6.

Where applicable the documentation submitted dhalkufficient to permit the
establishment of the toxicological, ecotoxicologjioaenvironmental relevance of
metabolites.

Composition of the active substance, safensymergist

3.4.1.

3.4.2.

The specification shall define the minimuegite of purity, the identity
and maximum content of impurities and, where radevaof
isomers/diastereo-isomers and additives, and thésb of impurities of
toxicological, ecotoxicological or environmentaincern within acceptable
limits.

The specification shall be in compliancehwihe relevant Food and
Agriculture Organisation specification as approria where such
specification exists. However, where necessarydasons of protection of
human or animal health or the environment, strispecifications may be
adopted.

Methods of analysis

3.5.1.

3.5.2.

3.5.3.

The methods of analysis of the active sulostasafener or synergist as
manufactured and of determination of impurities tixicological,
ecotoxicological or environmental concern or whiahe present in
guantities greater than 1 g/kg in the active sultgtasafener or synergist
as manufactured, shall have been validated andrstovibe sufficiently
specific;correctlycalibrated, accurate and precise.

The methods of residue analysis for thevactubstance and relevant
metabolites in plant, animal and environmental esr and drinking
water, as appropriate, shall have been validated smown to be
sufficiently sensitive with respect to the levefsoncern.

The evaluation has been carried out in aecme with the uniform
principles for evaluation and authorisation of plamotection products
referred to in Article 29(6).

Impact on human health

3.6.1.

3.6.2.

Where relevant, an ADI, AOEL and ARfD shb# established. When
establishing such values an appropriate safety imafgat least 100 shall
be ensured taking into account the type and segvefiteffects and the
vulnerability of specific groups of the populatiavhen the critical effect

is judged of particular significance such as devploental neurotoxic or

immunotoxic effects, an increased margin of safetpal//be considered,

and applied ifnecessary.

An active substance, safener or synergadt ehly be approved if, on the
basis of assessment of higher tier genotoxicityingscarried out in
accordance with the data requirements for the adibstances, safeners
or synergists and other available data and infaonatncluding a review
of the scientific literature, reviewed by the Autitg, it is not or has not to
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3.6.3.

3.6.4.

3.6.5.

be classified, in accordance with the provision®oéctive 67/548/EEC,
as mutagen category 1 or 2.

An active substance, safener or synergat shly be approved, if, on the
basis of assessment of carcinogenicity testingiethmut in accordance
with the data requirements for the active substgnsafener or synergist
and other available data and information, includimgreview of the

scientific literature, reviewed by the Authority,is not or has not to be
classified, in accordance with the provisions ofebiive 67/548/EEC, as
carcinogen category 1 or 2, unless the exposuteuofans to that active
substance, safener or synergist in a plant protegioduct, under realistic
proposed conditions of use, is negligible, i.e. phaduct is used in closed
systems or in other conditions excluding contadhwiumans and where
residues of the active substance, safener or sighargncerned on food
and feed do not exceed the default value set iardaace with point (b) of
Article 18(1) of Regulation (EC) No 396/2005.

An active substance, safener or synergat shly be approved if, on the
basis of assessment of reproductive toxicity tgstoarried out in
accordance with the data requirements for the edubstances, safeners
or synergists and other available data and infaomaincluding a review
of the scientific literature, reviewed by the Autity, it is not or has not to
be classified, in accordance with the provision®oéctive 67/548/EEC,
as toxic for reproduction category 1 or 2, unléssdxposure of humans to
that active substance, safener or synergist inaatgirotection product,
under realistic proposed conditions of use, isigdde, i.e. the product is
used in closed systems or in other conditions elety contact with
humans and where residues of the active substaabéener or synergist
concerned on food and feed do not exceed the defalle set in
accordance with point (b) of Article 18(1) of Reatibn (EC) No
396/2005.

An active substance, safener or synergat shly be approved if, on the
basis of the assessment of Community or internaliypnagreed test
guidelines or other available data and informatioe|uding a review of
the scientific literature, reviewed by the Authyriit is not considered to
have endocrine disrupting properties that may caatbeerse effect in
humans, unless the exposure of humans to thatastivstance, safener or
synergist in a plant protection product, underiséial proposed conditions
of use, is negligible, i.e. the product is useclwsed systems or in other
conditions excluding contact with humans and whiesgdues of the active
substance, safener or synergist concerned on foddezd do not exceed
the default value set in accordance with point (b) atidde 18(1) of
Regulation (EC) No 396/2005.

Within four years from the entry into force of this Regulatiorthe
Commission shall present to the Committee refertedn Article 79(1) a
draft of the measures concerning specific sciertifcriteria for the
determination of endocrine disrupting properties tbe adopted in
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accordance with the regulatory procedure with sdnyt referred to in
Article 79(4).

Pending the adoption of these criteria, substanci®t are or have to be
classified, in accordance with the provisions ofrBctive 67/548/EEC, as
carcinogen category 3 and toxic for reproductiontegory 3, shall be
considered to have endocrine disrupting properties.

In addition, substances, such as those that arehaxe to be classified, in
accordance with the provisions of Directive 67/5B8/C, as toxic for
reproduction category 3 and which have toxic effean the endocrine

organs,

may be considered to have such endocrirseugiting properties.

3.7. Fate and behaviour in the environment

3.7.1. An active substance, safener or synergat shly be approved where it is
not considered to be a persistent organic poll(REP).

A substance that fulfils all three of the criteahthe sections below is a

POP.

3.7.1.1.

3.7.1.2.

3.7.1.3.

Persistence

An active substance, safener or synergist fulfibspiersistence
criterion where there is evidence that the tintakes for a
degradation of 50 % (DT50) in water is greater ttvem months,
or that its DT50 in soil is greater than six monibisthat its DT50
in sediment is greater than six months.

Bioaccumulation

An active substance, safener or synergist fulfiés t
bioaccumulation criterion where there is:

- evidence that its bio-concentration factor or
bioaccumulation factor in aquatic species is greaiEn 5
000 or, in the absence of such data, that thetiparti
coefficient n-octanol/water (log Ko/w) is greatbah 5; or

- evidence that the active substance, safenemargigt
present other reasons for concern, such as high
bioaccumulation in other non-target species, hoxlcity or
ecotoxicity.

Potential for long-range environmentahsgort:

An active substance, safener or synergist fulfiespgotential for
long-range environmental transport criterion where:

- measured levels of the active substance, satergmergist
in locations distant from the sources of its reteae of
potential concern; or
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- monitoring data show that long-range environmlenta
transport of the active substance, safener or gisiewith
the potential for transfer to a receiving enviromtenay
have occurred via air, water or migratory Speaes;

- environmental fate properties and/or model result
demonstrate that the active substance, safengnergist
has a potential for long-range environmental transp
through air, water or migratory species, with tioéeptial
for transfer to a receiving environment in locaf@hstant
from the sources of its release. For an activetanbs
safener or synergist that migrates significanthptigh the
air, its DT50 in air is to be greater than two days

3.7.2. An active substance, safener or synergat shly be approved if it is not
considered to be a persistent, bioaccumulativet@xid (PBT) substance.

A substance that fulfils all three of the criteahthe sections below is a
PBT substance.

3.7.2.1. Persistence

An active substance, safener or synergist fulfiesgersistence
criterion where:

- the half-life in marine water is higher than &3¢, or

- the half-life in fresh or estuarine water is regkthan 40
days, or

- the half-life in marine sediment is higher th&® Hays, or

- the half-life in fresh or estuarine water seditrisrhigher
than 120 days, or

- the half-life in soil is higher than 120 days.

Assessment of persistency in the environment Sleallased on
available half-life data collected under approgriednditions,
which shall be described by the applicant.

3.7.2.2. Bioaccumulation

An active substance, safener or synergist fulfiés t
bioaccumulation criterion where the bioconcentrafictor is
higher than 2 000.

Assessment of bioaccumulation shall be based @suned data
on bioconcentration in aquatic species. Data froth freshwater
and marine water species can be used.

3.7.2.3. Toxicity
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An active substance, safener or synergist fulfiestoxicity
criterion where:

- the long-term no-observed effect concentratiomfarine
or freshwater organisms is less than 0,01 mg/l, or

- the substance is classified as carcinogenicdoagel or 2),
mutagenic (category 1 or 2), or toxic for reprodutt
(category 1, 2, or 3), or

- there is other evidence of chronic toxicity, @sntified by
the classifications: T, R48 or Xn, R48 pursuant to
Directive 67/548/EEC.

3.7.3. An active substance, safener or synergat shly be approved if it is not
considered to be a very persistent and very bigaatative substance
(vPvB).

A substance that fulfils both of the criteria bétsections below is a vPvB
substance.

3.7.3.1. Persistence

An active substance, safener or synergist fulfiks"very
persistent” criterion where:

- the half-life in marine, fresh- or estuarine wasehigher
than 60 days, or

- the half-life in marine, fresh- or estuarine watediment is
higher than 180 days, or

- the half-life in soil is higher than 180 days.
3.7.3.2. Bioaccumulation

An active substance, safener or synergist fulfiks"very
bioaccumulative" criterion where the bioconcentatiactor is
greater than 5 000.

3.8.  Ecotoxicology

3.8.1. An active substance, safener or synergat shly be approved if the risk
assessment demonstrates risks to be acceptablecandance with the
criteria laid down in the uniform principles forauation and authorisation
of plant protection products referred to in Arti9(6) under realistic
proposed conditions of use of a plant protectioodpct containing the
active substance safener or synergist. The assessmest take into
account the severity of effects, the uncertaintyhef data, and the number
of organism groups which the active substance safem synergist is
expected to affect adversely by the intended use.
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3.9.

3.10.

3.8.2. An active substance, safener or synergat shly be approved if, on the
basis of the assessment of Community or internalipnagreed test
guidelines, it is not considered to have endocdiseupting properties that
may cause adverse effects on non-target organistessuthe exposure of
non-target organisms to that active substancepiamt protection product
under realistic proposed conditions of use is ydgk.

3.8.3.An active substance, safener or synergistlisha approved only if it is
established following an appropriate risk assessinem the basis of
Community or internationally agreed test guidelinethat the use under
the proposed conditions of use of plant protectiproducts containing
this active substance, safener or synergist :

- will result in a negligible exposure of honeylseor

- there are no unacceptablacute or chroniceffects on colony
survival and development, taking into account effeon honeybee
larvae and honeybee behaviour.

Residue definition

An active substance, safener or synergist shajl lealapproved if, where relevant,
a residue definition can be established for theppses of risk assessment and for
enforcement purposes.

Fate and behaviour concerning groundwater

An active substance shall only be approved whehastbeen established for one
or more representative uses, that consequently aftplication of the plant
protection product consistent with realistic commhs on use, the predicted
concentration of the active substance or of meitsopldegradation or reaction
products in groundwater complies with the respectiviteria of the uniform
principles for evaluation and authorisation of plprotection products referred to
in Article 29(6).

Candidate for substitution

An active substance shall be approved as a caediftait substitution pursuant to
Article 24 where any of the following conditioneanet:

its ADI, ARfD or AOEL is significantly lower thathose of the majority of the
approved active substances within groups of subetdnse categories,

it meets two of the criteria to be considered B8a substance,

there are reasons for concern linked to the natitiee critical effects (such as
developmental neurotoxic or immunotoxic effectsjahhin combination with the
use/exposure patterns, amount to situations ofhadecould still cause concern,
e.g. high potential of risk to groundwater; evethwiery restrictive risk
management measures (such as extensive persoteit® equipment or very
large buffer zones),
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it contains a significant proportion of non-actisemers,

it is or is to be classified, in accordance with provisions of Directive
67/548/EEC, as carcinogen category 1 or 2, in tassubstance has not been
excluded in accordance with the criteria laid dowpoint 3.6.3,

it is or is to be classified, in accordance with provisions of Directive
67/548/EEC, as toxic for reproduction category 2 ar case the substance has not
been excluded in accordance with the criteriad@an in point 3.6.4,

if, on the basis of the assessment of Communitgiternationally agreed test
guidelines or other available data and informatremiewed by the Authority, it is
considered to have endocrine disrupting propettiasmay cause adverse effect in
humans in case the substance has not been exafudecbrdance with the criteria
laid down in point 3.6.5.

5. Low-risk active substances

An active substance shall not be considered ofrlekvwhere it is or has to be classified
in accordance with Directive 67/548/EEC as at least of the following:

carcinogenic,
mutagenic,

toxic to reproduction,
sensitisingchemicals
very toxic or toxic,
explosive,

corrosive.

It shall also not be considered as of low risk if:
persistent (half life in soil is more than 60 days
bioconcentration factor is higher than 100, or
it is deemed to be an endocrine disrupter,

- it has neurotoxic or immunotoxic effects.
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ANNEX 111

List of co-formulants which are not accepted farliision in plant protection products as

referred to in Article 27
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ANNEX IV

Comparative assessment pursuant to Article 50

Conditions for comparative assessment

Where refusal or withdrawal of an authorisatioragflant protection product in favour
of an alternative plant protection product or a-ebemical control or prevention
method is considered, hereinafter referred to abstgution”, the alternative must, in
the light of scientific and technical knowledgepshsignificantly lower risk to health
or the environment. An assessment of the alteraatnall be performed to demonstrate
whether it can be used with similar effect on tlaegét organism and without
significant economic and practical disadvantagekeéaiser or not.

Further conditions for refusal or withdrawal of aumthorisation are:

(@) substitution shall be applied only where ottmethods or the chemical diversity
of the active substances is sufficient to minintls® occurrence of resistance in
the target organism; and

(b) substitution shall be applied only to plant tpation products where their use
presents a significantly higher level of risk tontan health or the environment;
and

(c) substitution shall be applied only after allogifor the possibility, where
necessary, of acquiring experience from use intipgcwhere not already
available.

Significant difference in risk

A significant difference in risk shall be idenéifl on a case-by-case basis by the
competent authorities. The properties of the actiubstance and plant protection
product, and the possibility of exposure of diffgrepopulation subgroups
(professional or non-professional users, bystandemsrkers, residents, specific
vulnerable groups or consumers) directly or indiyethrough food, feed, drinking
water or the environment shall be taken into acto@ther factors such as the
stringency of imposed restrictions on use and pitesd personal protective equipment
shall also be considered.

For the environment, if relevant, a factor of eddt 10 for the toxicity/exposure ratio
(TER) of different plant protection products is saered a significant difference in
risk.

Significant practical or economic disadvantages
Significant practical or economic disadvantagettie user is defined as a major

guantifiable impairment of working practices or im@ss activity leading to inability to
maintain sufficient control of the target organisBuch a major impairment might be,
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for example, where no technical facilities for thee of the alternative are available or
economically feasible.

Where a comparative assessment indicates thaictests on and/or prohibitions of

use of a plant protection product could cause glishdvantage, then this shall be
taken into account in the decision-making proce$his situation shall be

substantiated.

The comparative assessment shall take authorisedanuses into account.
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ANNEX V

Repealed Directives and their successive amendraemtferred to in Article 83

A. Directive 91/414/EEC

Acts amending Directive 91/414/EEC

Deadline for transposition

Directive 93/71/EEC

3 August 1994

Directive 94/37/EC 31 July 1995
Directive 94/79/EC 31 January 1996
Directive 95/35/EC 30 June 1996
Directive 95/36/EC 30 April 1996
Directive 96/12/EC 31 March 1997
Directive 96/46/EC 30 April 1997

Directive 96/68/EC

30 November 1997

Directive 97/57/EC

1 October 1997

Directive 2000/80/EC

1 July 2002

Directive 2001/21/EC

1 July 2002
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Directive 2001/28/EC

1 August 2001

Directive 2001/36/EC

1 May 2002

Directive 2001/47/EC

31 December 2001

Directive 2001/49/EC

31 December 2001

Directive 2001/87/EC

31 March 2002

Directive 2001/99/EC

1 January 2003

Directive 2001/103/EC 1 April 2003
Directive 2002/18/EC 30 June 2003
Directive 2002/37/EC 31 August 2003

Directive 2002/48/EC

31 December 2002

Directive 2002/64/EC

31 March 2003

Directive 2002/81/EC

30 June 2003

Directive 2003/5/EC

30 April 2004

Directive 2003/23/EC

31 December 2003

Directive 2003/31/EC

30 June 2004

Directive 2003/39/EC

30 September 2004

Directive 2003/68/EC

31 March 2004
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Directive 2003/70/EC

30 November 2004

Directive 2003/79/EC

30 June 2004

Directive 2003/81/EC 31 January 2005
Directive 2003/82/EC 30 July 2004
Directive 2003/84/EC 30 June 2004
Directive 2003/112/EC 30 April 2005

Directive 2003/119/EC

30 September 2004

Regulation (EC) No 806/2003

31 July 2005

Directive 2004/20/EC
Directive 2004/30/EC 30 November 2004
Directive 2004/58/EC 31 August 2005

Directive 2004/60/EC

28 February 2005

Directive 2004/62/EC

31 March 2005

Directive 2004/66/EC

1 May 2004

Directive 2004/71/EC

31 March 2005

Directive 2004/99/EC

30 June 2005

Directive 2005/2/EC

30 September 2005
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Directive 2005/3/EC

30 September 2005

Directive 2005/25/EC 28 May 2006
Directive 2005/34/EC 30 November 2005
Directive 2005/53/EC 31 August 2006
Directive 2005/54/EC 31 August 2006
Directive 2005/57/EC 31 October 2006
Directive 2005/58/EC 31 May 2006

Directive 2005/72/EC

31 December 2006

Directive 2006/5/EC

31 March 2007

Directive 2006/6/EC

31 March 2007

Directive 2006/10/EC

30 September 2006

Directive 2006/16/EC 31 January 2007
Directive 2006/19/EC 30 September 2006
Directive 2006/39/EC 31 July 2007
Directive 2006/41/EC 31 January 2007

Directive 2006/45/EC

18 September 2006

Directive 2006/64/EC

31 October 2007

Directive 2006/74/EC

30 November 2007

Directive 2006/75/EC

31 March 2007

Directive 2006/85/EC

31 January 2008

Directive 2006/104/EC

1 January 2007

Directive 2006/131/EC

30 June 2007

Directive 2006/132/EC

30 June 2007

Directive 2006/133/EC

30 June 2007

Directive 2006/134/EC

30 June 2007

Directive 2006/135/EC

30 June 2007

Directive 2006/136/EC

30 June 2007

Directive 2007/5/EC

31 March 2008

Directive 2007/6/EC

31 July 2007

Directive 2007/21/EC

12 December 2007

Directive 2007/25/EC

31 March 2008

Directive 2007/31/EC

1 September 2007

Directive 2007/50/EC 31 May 2008
Directive 2007/52/EC 31 March 2008
Directive 2007/76/EC 30 April 2009
Directive 2008/40/EC 30 April 2009
Directive 2008/41/EC 30 June 2009
Directive 2008/45/EC 8 August 2008

Directive 2008/66/EC

30 June 2009
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B. Directive 79/117/EEC

Acts amending Directive 79/117/EEC

Deadline for transposition

Directive 83/131/EEC

1 October 1984

Directive 85/298/EEC 1 January 1986

Directive 86/214/EEC —

Directive 86/355/EEC 1 July 1987

Directive 87/181/EEC 1 January 1988 and 1 Janua8y 1
Directive 87/477/EEC 1 January 1988

Directive 89/365/EEC 31 December 1989

Directive 90/335/EEC 1 January 1991

Directive 90/533/EEC

31 December 1990 and 30 Sdpteri990

Directive 91/118/EEC

31 March 1992

Regulation (EC) No 807/2003

Regulation (EC) No 850/2004
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