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COUNCIL DIRECTIVE
of 15 July 1991
concerning the placing of plant protection products on the market
(91/414/EEC)
THE COUNCIL OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European Economic
Community, and in particular Article 43 thereof,

Having regard to the proposal from the Commission ('),
Having regard to the opinion of the European Parliament (),

Having regard to the opinion of the Economic and Social Committee (%),

Whereas plant production has a very important place in the Community;

Whereas plant production yields are continually affected by harmful
organisms including weeds; whereas it is absolutely essential to
protect plants against these risks to prevent a decline in yields and to
help to ensure security of supplies;

Whereas one of the most important ways of protecting plants and plant
products and of improving agricultural production is to use plant
protection products;

Whereas these plant protection products can have non-beneficial effects
upon plant production; whereas their use may involve risks and hazards
for humans, animals and the environment, especially if placed on the
market without having been officially tested and authorized and if
incorrectly used;

Whereas, in view of the hazards, there are rules in most Member States
governing the authorization of plant health products; whereas these rules
present differences which constitute barriers not only to trade in plant
protection products but also to trade in plant products, and thereby
directly affect the establishment and operation of the internal market;

Whereas it is therefore desirable to eliminate such barriers by
harmonizing the provisions laid down in the Member States;

Whereas uniform rules on the conditions and procedures for the auth-
orization of plant protection products must be applied by the Member
States;

Whereas such rules should provide that plant protection products should
not be put on the market or used unless they habe been officially
authorized and should be used properly having regard to the principles
of good plant protection practice and of integrated pest control;

(") OI No C 89, 10. 4. 1989, p. 22.
() OJ No C 72, 18. 3. 1991, p. 33.
() OJ No C 56, 7. 3. 1990, p. 3.
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Whereas the provisions governing authorization must ensure a high
standard of protection, which, in particular, must prevent the auth-
orization of plant protection products whose risks to health, groundwater
and the environment and human and animal health should take priority
over the objective of improving plant production;

Whereas it is necessary, at the time when plant protection products are
authorized, to make sure that, when properly applied for the purpose
intended, they are sufficiently effective and have no unacceptable effect
on plants or plant products, no unacceptable influence on the
environment in general and, in particular, no harmful effect on human
or animal health or on groundwater;

Whereas authorization should be limited to plant protection products
containing certain active substances specified at Community level on
the basis of their toxicological and ecotoxicological properties;

Whereas it is therefore necessary to establish a Community list of auth-
orized active substances;

Whereas a Community procedure must be laid down for assessing
whether an active substance can be entered on the Community list;
whereas the information that interested parties must submit with a
view to admission of a substance to the list should be specified;

Whereas the Community procedure should not prevent Member States
from authorizing for use in their territory for a limited period plant
protection products containing an active substance not yet entered on
the Community list, provided that the interested party has submitted a
dossier meeting Community requirements and the Member State has
concluded that the active substance and the plant protection products
can be expected to satisfy the Community conditions set in regard to
them;

Whereas, in the interests of safety, substances on the Community list
should be reviewed periodically, to take account of developments in
science and technology and of impact studies based on the actual use
of plant protection products containing the said substances;

Whereas it is in the interests of free movement of plant products as well
as of plant protection products that authorization granted by one
Member State, and tests carried out with a view to authorization,
should be recognized by other Member States, unless certain agri-
cultural, plant health and environmental (including climatic) conditions
relevant to the use of the products concerned are not comparable in the
regions concerned; whereas to this end there is a need to harmonize the
methods of experimentation and control applied by the Member States
for the purpose of granting authorization;

Whereas it is therefore desirable that a system for the mutual supply of
information should be established and that Member States should make
available to each other on request the particulars and scientific docu-
mentation submitted in connection with applications for authorization of
plant protection products;
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Whereas, however, Member States must be enabled to authorize plant
protection products not complying with the abovementioned conditions
when it is necessary to do so because of an unforeseeable danger
threatening plant production which cannot be countered by other
means; whereas such authorization should be reviewed by the
Community in close cooperation with the Member States in the
framework of the Standing Committee on Plant Health;

Whereas this Directive complements Community provisions on the clas-
sification, packaging and labelling of pesticides; whereas together with
these provisions it considerably improves the protection of users of
plant protection products and consumers of plants and plant products;
whereas it also contributes to the protection of the environment;

Whereas it is necessary to maintain consistency between this Directive
and Community rules on the residues of plant protection products in
agricultural products and the free movement of the latter in the
Community; whereas this Directive complements Community provisions
relating to maximum permissible levels for pesticide residues and will
facilitate the adoption of such levels in the Commission; whereas
together with the latter provisions it considerably improves the
protection of consumers of plants and plant products;

Whereas resources devoted to the conduct of tests on vertebrate animals
should not be dissipated as a result of the differences in the laws of the
Member States and whereas considerations of public interest and
Council Directive 86/609/EEC of 24 November 1986 on the approxi-
mation of laws, regulations and administrative provisions of the
Member States regarding the protection of animals used for experi-
mental and other scientific purposes (') militate against needless
repetition of tests on animals;

Whereas, in order to ensure that the requirements laid down are
satisfied, Member States must make provision for appropriate control
and inspection arrangements with regard to the marketing and use of
plant protection products;

Whereas the procedures provided for by this Directive for the evaluation
of the risks to the environment presented by plant protection products
containing or composed of genetically modified organisms correspond
in principle to those laid down in Directive 90/220/EEC of 23 April
1990 on the deliberate release into the environment of genetically
modified organisms (?); whereas in future however the supply of data
in accordance with Part B of Annexes II and III is likely to be subject to
specific requirements, provision should be made to amend this Directive
accordingly;

Whereas the implementation of this Directive and the adaptation of its
Annexes to advances in technical and scientific knowledge necessitate
close cooperation between the Commission and the Member States, and
whereas the procedure of the Standing Committee on Plant Health offers
a suitable basis for this cooperation,

(') OJ No L 358, 18. 12. 1986, p. 1.
(®) OJ No L 117, 8. 5. 1990, p. 15.
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HAS ADOPTED THIS DIRECTIVE:

Scope

Article 1

1. This Directive concerns the authorization, placing on the market,
use and control within the Community of plant protection products in
commercial form and the placing on the market and control within the
Community of active substances intended for a use specified in
Article 2 (1).

2. This Directive shall apply without prejudice to Council Directive
78/631/EEC of 26 June 1978 on the approximation of the laws of the
Member States relating to the classification, packaging and labelling of
dangerous preparations (pesticides) ('), as last amended by Directive
84/291/EEC () and, where active substances are concerned, without
prejudice to the provisions concerning classification, packaging and
labelling of Council Directive 67/548/EEC of 27 June 1967 on the
approximation of laws, regulations and administrative provisions
relating to the classification, packaging and labelling of dangerous
substances (%), as last amended by Directive 90/517/EEC ().

3. This Directive applies to the authorization to place on the market
plant protection products containing or composed of genetically
modified organisms, provided that authorization to release them into
the environment has been granted after the risk to the environment
has been assessed in accordance with the provisions of Parts A, B
and D and the relevant provisions of Part C of Directive 90/220/EEC.

The Commission shall submit to the Council, in sufficient time for the
latter to be able to act not later than two years after the date of notifi-
cation of this Directive, a proposal for an amendment with a view to
including in this Directive (°) a specific procedure for evaluating the risk
to the environment analogous to that provided for the Directive
90/220/EEC, and enabling this Directive to be placed on the list
provided for in Article 10 (3) of Directive 90/220/EEC in accordance
with the procedure laid down in the said Article 10.

Within five years of the date of notification of this Directive, the
Commission, on the basis of experience gained, shall provide the
European Parliament and the Council with a report on the operation
of the arrangements described in the first and second subparagraphs.

4.  This Directive shall apply without prejudice to Council Regulation
(EEC) No 1734/88 of 16 June 1988 concerning export from and import
into the Community of certain dangerous chemicals (°).

() OJ No L 206, 29. 7. 1978, p. 13.

(®») OJ No L 144, 30. 5. 1984, p. 1.

(®) OJ No 196, 16. 8. 1967, p. 1.

(*) OJ No L 287, 19. 10. 1990, p. 37.

(°) This Directive was notified to the Member States on 26 July 1991.
(°) OJ No L 155, 22. 6. 1988, p. 2.
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Definitions

Article 2

For the purposes of this Directive the following definitions shall apply:

1. ‘plant protection products’
active substances and preparations containing one or more active
substances, put up in the form in which they are supplied to the
user, intended to:

1.1. protect plants or plant products against all harmful organisms or
prevent the action of such organisms, in so far as such substances

or preparations are not otherwise defined below;

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

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

1.4. destroy undesired plants; or

1.5. destroy parts of plants, check or prevent undesired growth of
plants;

2. ‘residues of plant protection products’
one or more substances present in or on plants or products of plant
origin, edible animal products or elsewhere in the environment and
resulting from the use of a plant protection product, including their
metabolites and products resulting from their degradation or
reaction;

3. ‘substances’
chemical elements and their compounds, as they occur naturally or
by manufacture, including any impurity inevitable resulting from
the manufacturing process;

4. ‘active substances’

substances or micro-organisms including viruses, having general or
specific action:

4.1. against harmful organisms; or
4.2. on plants, parts of plants or plant products;
5. ‘preparations’
mixtures or solutions composed of two or more substances of
which at least one is an active substance, intended for use as
plant protection products;
6. ‘plants’
live plants and live parts of plants, including fresh fruit and seeds;
7. ‘plant products’
products in the unprocessed state or having undergone only simple

preparation such as milling, drying or pressing, derived from
plants, but excluding plants themselves as defined in point 6;
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8. ‘harmful organisms’

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

9.  ‘animals’

animals belonging to species normally fed and kept or consumed
by man;

10. ‘placing on the market’

any supply, whether in return for payment or free of charge, other
than for storage followed by consignment from the territory of the
Community or disposal. Importation of a plant protection product
into the territory of the Community shall be deemed to constitute
placing on the market for the purposes of this Directive;

11. ‘authorization of a plant protection product’

administrative act by which the competent authority of a Member
State authorizes, following an application submitted by an
applicant, the placing on the market of a plant protection product
in its territory or in a part thereof;

12. ‘environment’

water, air, land, wild species of fauna and flora, and any interre-
lationship between them, as well as any relationship with living
organisms;

13.  ‘integrated control’

the rational application of a combination of biological, biotech-
nological, chemical, cultural or plant-breeding measures whereby
the use of chemical plant protection products is limited to the strict
minimum necessary to maintain the pest population at levels below
those causing economically unacceptable damage or loss.

General provisions

Article 3

1.  Member States shall prescribe that plant protection products may
not be placed on the market and used in their territory unless they have
authorized the product in accordance with this Directive, except where
the intended use is covered by Article 22.

2. Member States shall not, on the grounds that a plant protection
product is not authorized for use in their territory, impede the
production, storage or movement of such products intended for use in
another Member State, provided that:

— the product is authorized in another Member State, and

— the inspection requirements laid down by the Member States in
order to ensure compliance with paragraph 1 are satisfied.
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3. Member States shall prescribe that plant protection products must
be used properly. Proper use shall include compliance with the
conditions established in accordance with Article 4 and specified on
the labelling, and the application of the principles of good plant
protection practice as well as, whenever possible, the principles of
integrated control.

4. Member States shall prescribe that active substances may not be
placed on the market unless:

— they are classified, packaged and labelled in accordance with
Directive 67/548/EEC, and

— where the active substance was not on the market two years after
notification of this Directive, a dossier has been forwarded to the
Member States and to the Commission, in accordance with
Article 6, with the declaration that the active substance is intended
for a use specified in Article 2 (1). This condition shall not apply to
active substances intended for a use under Article 22.

Granting, review and withdrawal of authorizations of plant
protection products

Article 4

1.  Member States shall ensure that a plant protection product is not
authorized unless:

(a) its active substances are listed in Annex I and any conditions laid
down therein are fulfilled,

and, with regard to the following points (b), (c), (d) and (e),
pursuant to the uniform principles provided for in Annex VI, unless:

(b) it is established, in the light of current scientific and technical
kowledge and shown from appraisal of the dossier provided for in
Annex III, that when used in accordance with Article 3 (3), and
having regard to all normal conditions under which it may be used,
and to the consequences of its use:

(1) it is sufficiently effective;
(ii) it has no unacceptable effect on plants or plant products;

(iii) it does not cause unnecessary suffering and pain to vertebrates
to be controlled;

(iv) it has no harmful effect on human or animal health, directly or
indirectly (e.g. through drinking water, food or feed) or on
groundwater;

(v) it has no unacceptable influence on the environment, having
particular regard to the following considerations:

— its fate and distribution in the environment, particularly
contamination of water including drinking water and
groundwater,

— its impact on non-target species;
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(c) the nature and quantity of its active substances and, where appro-
priate, any toxicologically or ecotoxicologically significant
impurities and co-formulants can be determined by appropriate
methods, harmonized according to the procedure provided in
Article 21, or, if not, agreed by the authorities responsible for the
authorization;

(d) its residues, resulting from authorized uses, and which are of toxi-
cological or environmental significance, can be determined by
appropriate methods in general use;

(e) its physical and chemical properties have been determined and
deemed acceptable for the purposes of the appropriate use and
storage of the product;

VM6l
(f) where appropriate, the MRLs for the agricultural products affected
by the use referred to in the authorisation have been set or modified
in accordance with Regulation (EC) No 396/2005 (}).

2. The authorization must stipulate the requirements relating to the
placing on the market and use of the product or at least those aimed at
ensuring compliance with the provisions of paragraph 1 (b).

3. Member States shall ensure that compliance with the requirements
set out in paragraph 1 (b) to (f) is established by official or officially
recognized tests and analyses carried out under agricultural, plant health
and environmental conditions relevant to use of the plant protection
product in question and representative of these prevailing where the
product is intended to be used, within the territory of the Member
State concerned.

4. Without prejudice to paragraphs 5 and 6, authorizations shall be
granted for a fixed period of up to 10 years only, determined by the
Member States; they may be renewed after verification that the
conditions imposed in paragraph 1 are still satisfied. Renewal may be
granted for the period necessary to the competent authorities of the
Member States, for such verification, where an application for
renewal has been made.

5. Authorizations may be reviewed at any time if there are indi-
cations that any of the requirements referred to in paragraph 1 are no
longer satisfied. In such instances the Member States may require the
applicant for authorization or party to whom an extension of the field of
application was granted in accordance with Article 9 to submit further
information necessary for the review. The authorization may, where
necessary, be extended for the period necessary to complete a review
and provide such further information.

6.  Without prejudice to Decisions already taken pursuant to
Article 10, an authorization shall be cancelled if it is established that:

(a) the requirements for obtaining the authorization are not or are no
longer satisfied;

(b) false or misleading particulars were supplied concerning the facts on
the basis of which the authorization was granted;

or modified if it is established that:

(') OJ L 70, 16.3.2005, p. 1.
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(c) on the basis of developments in scientific and technical knowledge
the manner of use and amounts used can be modified.

It may also be cancelled or modified at the request of the holder of the
authorization, who shall state the reasons therefor; amendments can be
granted only if it is established that the requirements of Article 4 (1)
continue to be satisfied.

Where a Member State withdraws an authorization, it shall immediately
inform the holder of the authorization; moreover, it may grant a period
of grace for the disposal, storage, placing on the market and use of
existing stocks, of a length in accordance with the reason for the with-
drawal, without prejudice to any period provided for by decision taken
under Council Directive 79/117/EEC of 21 December 1978 prohibiting
the placing on the market and use of plant protection products
containing certain active substances ('), as last amended by Directive
90/533/EEC (?), or Atrticle 6 (1) or Article 8 (1) or (2) of this Directive.

Inclusion of active substances in Annex I

Article 5

1. In the light of current scientific and technical knowledge, an active
substance shall be included in Annex I for an initial period not
exceeding 10 years, if it may be expected that plant protection
products containing the active substance will fulfil the following
conditions:

(a) their residues, consequent on application consistent with good plant
protection practice, do not have any harmful effects on human or
animal health or on groundwater or any unacceptable influence on
the environment, and the said residues, in so far as they are of
toxicological or environmental significance, can be measured by
methods in general use;

(b) their use, consequent on application consistent with good plant
protection practice, does not have any harmful effects on human
or animal health or any anacceptable influence on the environment
as provided for in Article 4 (1) (b) (iv) and (v).

2. For inclusion of an active substance in Annex I, the following
shall be taken into particular account:

(a) where relevant, an acceptable daily intake (ADI) for man;

(b) an acceptable operator exposure level if necessary;

(c) where relevant, an estimate of its fate and distribution in the
environment as well as its impact on non-target species.

(') OJ No L 33, 8. 2. 1979, p. 36.
(®) OJ No L 296, 27. 10. 1990, p. 63.
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3. For the first inclusion of an active substance which was not yet on
the market two years after notification of this Directive, the
requirements shall be deemed to be satisfied where this has been estab-
lished for at least one preparation containging the said active substance.

4. Inclusion of an active substance in Annex I may be subject to
requirements such as:

— the minimum degree of purity of the active substance,
— the nature and maximum content of certain impurities,

— restrictions arising from evaluation of the information referred to in
Article 6, taking account of the agricultural, plant health and envi-
ronmental (including climatic) conditions in question,

— type of preparation,
— manner of use.

5. On request, the inclusion of a substance in Annex I may be
renewed once or more for periods not exceeding 10 years; such
inclusion may be reviewed at any time if there are indications that
the criteria referred to in paragraphs 1 and 2 are no longer satisfied.
Renewal shall be granted for the period necessary to complete a review,
where an application has been made for such renewal in sufficient time,
and in any case not less than two years before the entry is due to lapse,
and shall be granted for the period necessary to provide information
requested in accordance with Article 6 (4).

Article 6

1. Inclusion of an active substance in Annex I shall be decided in
accordance with the procedure laid down in Article 19.

The following shall also be decided in accordance with that procedure:
— any conditions for inclusion,
— amendements to Annex I, where necessary,

— removal of an active substance form Annex I if it no longer satisfies
the requirements of Article 5 (1) and (2).

2. A Member State receiving an application for the inclusion of an
active substance in Annex I shall without undue delay ensure that a
dossier which is believed to satisfy the requirements of Annex II is
forwarded by the applicant to the other Member States and to the
Commission together with a dossier complying with Annex III on at
least one preparation containing that active substance. The Commission
shall refer the dossier to the Standing Committee on Plant Health
referred to in Article 19 for examination.

3. Without prejudice to the provisions of paragraph 4, at the request
of a Member State, and within three to six months after the date of
referral to the committee mentioned in Article 19, it shall be established
by the procedure laid down in Article 20 whether the dossier has been
submitted in accordance with the requirements of Annexes II and III.

4.  If the assessment of the dossier referred to in paragraph 2 shows
that further information is necessary, the Commission may ask the
applicant to submit such information. The applicant or his authorized
representative may be asked by the Commission to submit his remarks
to it, in particular whenever an unfavourable decision is envisaged.
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These provisions shall also apply if, after inclusion of an active
substance in Annex I, facts emerge that cast doubt on its conformity
with the requirements indicated in Article 5 (1) and (2), or if renewal in
accordance with Article 5 (5) is being considered.

5. The procedure concerning the submission and appraisal of appli-
cations for inclusion in Annex I and setting or varying any conditions
for inclusion shall be adopted in accordance with the procedure laid
down in Article 21.

Information on potentially harmful effects

Article 7

Member States shall prescribe that the holder of an authorization or
those to whom an extension of the field of application has been
granted in accordance with Article 9 (1) must immediately notify the
competent authority of all new information on the potentially dangerous
effects of any plant protection product, or of residues of an active
substance on human or animal health or on groundwater, or their
potentially dangerous effects on the environment. Member States shall
ensure that the parties concerned immediately notify this information to
the other Member States and to the Commission, which shall refer the
information to the committee referred to in Article 19.

Transitional measures and derogations

Article 8

1. By way of derogation from Article 4, a Member State may, to
enable a gradual assessment to be made of the properties of new active
substances and to make it easier for new preparations to be made
available for use in agriculture, authorize, for a provisional period not
exceeding three years, the placing on the market of plant protection
products containing an active substance not listed in Annex I and not
yet available on the market two years after notification of this Directive,
provided that:

(a) following application of Article 6 (2) and (3) it is found that the
dossier on the active substance satisfies the requirements of
Annexes II and III in relation to the projected uses;

(b) the Member State establishes that the active substance can satisfy
the requirements of Article 5 (1) and that the plant protection
product may be expected to satisfy the requirements of Article 4

(1) (b) to (D).

In such cases the Member State shall immediately inform the other
Member States and the Commission of its assessment of the dossier
and of the terms of the authorization, giving at least the information
provided for in Article 12 (1).

Following the evaluation of the dossier as provided for in Article 6 (3),
it may be decided, in accordance with the procedure laid down in
Article 19, that the active substance does not satisfy the requirements
specified in Article 5 (1). In such cases the Member States shall ensure
that the authorizations must be withdrawn.
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By way of derogation from Article 6, if, on expiry of the three-year
period, a decision has not been taken concerning the inclusion of an
active substance in Annex I, a further period may be ordered by the
procedure referred to in Article 19 to enable a full examination to be
made of the dossier and, where appropriate, of any additional
information requested in accordance with Article 6 (3) and (4).

The provisions of Article 4 (2), (3), (5) and (6) shall apply to auth-
orizations granted under the terms of this paragraph without prejudice to
the foregoing subparagraphs.

2. By way of derogation from Article 4 and without prejudice to
paragraph 3 or to Directive 79/117/EEC, a Member State may, during
a period of 12 years following the notification of this Directive,
authorize the placing on the market in its territory of plant protection
products containing active substances not listed in Annex [ that are
already on the market two years after the date of notification of this
Directive.

After the adoption of this Directive, the Commission shall commence a
programme of work for the gradual examination of these active
substances within the 12-year period referred to in the foregoing
subparagraph. This programme may require interested parties to
submit all requisite data to the Commission and the Member States
within a period provided for in the programme. A Regulation,
adopted according to the procedure laid down in Article 19, will set
out all the provisions necessary for the implementation of the
programme.

Ten years following notification of this Directive the Commission shall
present to the European Parliament and the Council a progress report on
the programme. Depending upon the conclusions of the report, it may
be decided, according to the procedure laid down in Article 19, whether,
for certain substances, the 12-year period referred to in the first
subparagraph is to be extended for a period to be determined.

During the 12-year period referred to in the first subparagraph it may,
following examination by the Committee referred to in Article 19 of
such active substance, be decided by the procedure laid down in that
Article that the substance can be included in Annex I and under which
conditions, or, in cases where the requirements of Article 5 are not
satisfied or the requisite information and data have not been
submitted within the prescribed period, that such active substance will
not be included in Annex I. The Member States shall ensure that the
relevant authorizations are granted, withdrawn or varied, as appropriate,
within a prescribed period.

3. Where they review plant protection products containing an active
substance in accordance with paragraph 2, and before such review has
taken place, Member States shall apply the requirements laid down in
Article 4 (1) (b) (i) to (v), and (c) to (f) in accordance with national
provisions concerning the data to be provided.

4. By way of further derogation from Article 4, in special circum-
stances a Member State may authorize for a period not exceeding 120
days the placing on the market of plant protection products not
complying with Article 4 for a limited and controlled use if such a
measure appears necessary because of an unforeseeable danger which
cannot be contained by other means. In this case, the Member State
concerned shall immediately inform the other Member States and the
Commission of its action. It shall be decided without delay, in
accordance with the procedure laid down in Article 19, whether and
under which conditions the action taken by the Member State may be
extended for a given period, repeated, or revoked.



199110414 — EN — 01.08.2011 — 030.001 — 18

Application for authorization

Article 9

1. Application for authorization of a plant protection product shall be
made by or on behalf of the person responsible for first placing it on the
market in a Member State to the competent authorities of each Member
State where the plant protection product is intended to be placed on the
market.

Official or scientific bodies involved in agricultural activities or profes-
sional agricultural organizations and professional users may request that
the field of application of a plant protection product already authorized
in the Member State in question be extended to purposes other than
those covered by this authorization.

Member States shall grant an extension of the field of application of an
authorized plant protection product and shall be obliged to grant such an
extension when it is in the public interest to the extent that:

— the documentation and information to support an extension of the
field of application has been submitted by the applicant,

— they have established that the conditions referred to in Article 4 (1)
(b) (iii), (iv) and (v) are satisfied,

— the intended use is minor in nature,

— users are fully and specifically informed as to instructions for use,
by means of an addition to the labelling or, failing that, by means of
an official publication.

2. Every applicant shall be required to have a permanent office
within the Community.

3. Member States may require that applications for authorization be
submitted in their national or official languages or one of those
languages. They may also require that samples of the preparation and
of its ingredients be provided.

4.  Each Member State shall agree to consider any application for
authorization made to it and shall decide thereon within a reasonable
period, provided that it has the necessary scientific and technical
structures at its disposal.

5. Member States shall ensure that a file is compiled on each appli-
cation. Each file shall contain at least a copy of the application, a record
of the administrative decisions taken by the Member State concerning
the application and concerning the particulars and documentation laid
down in Article 13 (1) together with a summary of the latter. Member
States shall on request make available to the other Member States and to
the Commission the files provided for in this paragraph; they shall
supply to them on request all information necessary for full compre-
hension of applications, and shall where requested ensure that applicants
provide a copy of the technical documentation laid down in Article 13

(M (.
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Mutual recognition of authorizations

Article 10

1. At the request of the applicant, who must substantiate the claim to
comparability with documentary evidence, a Member State to which an
application is made for the authorization of a plant protection product
already authorized in another Member State must:

— refrain from requiring the repetition of tests and analyses already
carried out in connection with the authorization of the product in
that Member State, and to the extent that agricultural, plant health
and environmental (including climatic) conditions relevant to the use
of the product are comparable in the regions concerned, and

— to the extent that the uniform principles have been adopted in
accordance with Article 23, where the product contains only
active substances listed in Annex I, also authorize the placing of
that product on the market in its territory, to the extent that agri-
cultural, plant health and environmental (including climatic)
conditions relevant to the use of the product are comparable in
the regions concerned.

Authorization may be subject to conditions resulting from the imple-
mentation of other measures in accordance with Community law,
relating to the conditions for distribution and use of plant protection
products intended to protect the health of the distributors, users and
workers concerned.

Subject to compliance with the Treaty, authorization may also be
accompanied by restrictions on use arising from differences in dietary
patterns and necessary in order to avoid exposure of consumers of
treated products to the risks of dietary contamination in excess of the
acceptable daily intake of the residues concerned.

Authorization may be subject, with the agreement of the applicant, to
changes in the conditions of use in order to render, in the regions
concerned, any non-comparable agricultural, plant health or environ-
mental (including climatic) conditions irrelevant for the purpose of
comparability.

2. Member States shall inform the Commission of cases where they
have required repetition of a test and of cases where they have refused
to authorize a plant protection product already authorized in another
Member State, in respect of which the applicant had claimed that the
agricultural, plant health and environmental (including climatic)
conditions relevant to use of the product in the regions concerned in
the Member State where the test was carried out or for which auth-
orization was granted were comparable to those in their own territory.
They shall notify the Commission of the grounds on which repetition of
the test was required or authorization was refused.

3. Without prejudice to Article 23, in cases where a Member State
refuses to recognize comparability and accept tests and analyses or
authorize the placing on the market of a plant protection product in
the relevant regions of its territory, the decision as to whether or not
comparability exists shall be taken in accordance with the procedure laid
down in Article 19 and, if the decision is negative, it shall also specify
the conditions of use under which the non-comparability may be
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deemed irrelevant. In this procedure account shall be taken, inter alia,
of the serious ecological vulnerability problems that may arise in certain
Community regions or zones thereby requiring, if they do arise, specific
protection measures. The Member State shall without delay accept the
tests and analyses or authorize the placing of the plant protection
product on the market, subject in the latter case to any terms which
the above decision may set.

Article 11

1.  Where a Member State has valid reasons to consider that a product
which it has authorized or is bound to authorize under Article 10
constitutes a risk to human or animal health or the environment, it
may provisionally restrict or prohibit the use and/or sale of that
product on its territory. It shall immediately inform the Commission
and the other Member States of such action and give reasons for its
decision.

2. A decision shall be taken on the matter within three months in
accordance with the procedure laid down in Article 19.

Exchange of information

Article 12

1. Within a period of one month at the end of each quarter at least,
Member States shall inform each other and the Commission in writing
of any plant protection products authorized or withdrawn, in accordance
with the provisions of this Directive, indicating at least:

— the name or business name of the holder of the authorization,

— the trade name of the plant protection product,

— the type of preparation,

— the name and amount of each active substance which it contains,

— the use or uses for which it is intended,

— the maximum residue levels provisionally established where they
have not already been set by Community rules,

— where relevant, the reasons for withdrawal of an authorization,

— the dossier needed for the evaluation of the maximum residue levels
provisionally established.

2. Each Member State shall draw up an annual list of the plant
protection products authorized in its territory and shall communicate
that list to the other Member States and the Commission.

In accordance with the procedure laid down in Article 21 a standardized
information system shall be set up to facilitate the application of
paragraphs 1 and 2.
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Data requirements, data protection and confidentiality

Article 13

1. Without prejudice to Article 10, Member States shall require that
applicants for authorization of a plant protection product submit with
their application:

(a) a dossier satisfying, in the light of current scientific and technical
knowledge, the requirements set out in Annex III; and

(b) for each active substance in the plant protection product, a dossier
satisfying, in the light of current scientific and technical knowledge,
the requirements set out in Annex II.

2. By way of derogation from paragraph 1, and without prejudice to
the provisions of paragraphs 3 and 4, applicants shall be exempted from
supplying the information required under paragraph 1 (b) except for that
identifying the active substance if the active substance is already listed
in Annex I, taking into account the conditions of inclusion in Annex I,
and does not differ significantly in degree of purity and nature of
impurities, from the composition registered in the dossier accompanying
the original application.

3. In granting authorizations, Member States shall not make use of
the information referred to in Annex II for the benefit of other
applicants:

(a) unless the applicant has agreed with the first applicant that use may
be made of such information; or

(b) for a period of 10 years from first inclusion in Annex I of an active
substance not on the market two years after the date of notification
of this Directive; or

(c) for periods not exceeding 10 years from the date of the decision in
each Member State and provided for in existing national rules,
concerning an active substance on the market two years after the
date of notification of this Directive; and

(d) for a period of five years from the date of a decision, following
receipt of further information necessary for first inclusion in Annex
I, or to vary the conditions for, or to maintain the inclusion of an
active substance in Annex I, which has been taken either to vary the
conditions for, or to maintain, the inclusion of an active substance
in Annex I, unless the five-year period expires before the period
provided for in paragraphs 3 (b) and (c), in which case the period of
five years shall be extended so as to expire on the same date as
those periods.

4. In granting authorizations, Member States shall not make use of
the information referred to in Annex III to the benefit of other
applicants:

(a) unless the applicant has agreed with the first applicant that use may
be made of such information; or

(b) for a period of 10 years from first authorization of the plant
protection product in any Member State, where authorization
follows the inclusion in Annex [ of any active substance
contained in the product; or

(c) for periods not exceeding 10 years and provided for in existing
national rules after the first authorization of the plant protection
product in each Member State, where that authorization precedes
inclusion in Annex I of any active substance contained in the
product.
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5. Member States, on examination of an application for authorization,
shall inform the Commission of instances P>C1 where they consider
an active substance as listed < in Annex I, which has been produced
by a person or manufacturing process other than those specified in the
dossier on the basis of which the active substance was first included in
Annex 1. They shall transmit to it all data regarding the identify and
impurities of the active substance.

6. By way of derogation from paragraph 1, for active substances
already on the market two years after notification of this Directive,
Member States may, with due regard for the provisions of the Treaty,
continue to apply previous national rules concerning data requirements
as long as such substances are not included in Annex I.

7. Notwithstanding paragraph 1, and without prejudice to Article 10,
where the active substance is listed in Annex I:

(a) applicants for authorization of plant protection products shall, before
carrying out experiments involving vertebrate animals, enquire of
the competent authority of the Member State to which they intend
making application:

— whether the plant protection product for which an application is
to be made is the same as a plant protection product for which
authorization has been granted, and

— as to the name and address of the holder or holders of the
authorization or authorizations.

The enquiry shall be supported by evidence that the prospective
applicant intends to apply for authorization on his own behalf and
that the other information specified in paragraph 1 is available;

(b) the competent authority of the Member State, if satisfied that the
applicant intends to apply, shall provide the name and address of
the holder or holders of previous relevant authorizations and shall at
the time inform the holders of the authorizations of the name and
address of the applicant.

The holder or holders of previous authorizations and the applicant shall
take all reasonable steps to reach agreement on the sharing of
information so as to avoid the duplication of testing on vertebrate
animals.

Where data is requested with a view to inclusion in Annex I of an
active substance already on the market two years after notification of
this Directive, the competent authorities of the Member State shall
encourage data holders to cooperate in the provision of the requested
data, with a view to limiting the duplication of testing on vertebrate
animals.

If, nevertheless, the applicant and holders of previous authorizations of
the same product can still not reach an agreement on the sharing of data,
Member States may introduce national measures obliging the applicant
and holders of previous authorizations located within their territory to
share the data with a view to avoiding duplicative testing on vertebrate
animals and determine both the procedure for utilizing information, and
the reasonable balance of the interests of the parties concerned.
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Article 14

Member States and the Commission shall, without prejudice to Council
Directive 90/313/EEC of 7 June 1990 on the freedom of access to
information on the environment ('), ensure that information submitted
by applicants involving industrial and commercial secrets is treated as
confidential if the applicant wishing to have an active substance
included in Annex I or the applicant for authorization of a plant
protection product so requests, and if the Member State or the
Commission accepts that the applicant's request is warranted.

Confidentiality shall not apply to:

— the names and content of the active substance or substances and the
name of the plant protection product,

— the name of other substances which are regarded as dangerous under
Directives 67/548/EEC and 78/631/EEC,

— physico-chemical data concerning the active substance and plant
protection product,

— any ways of rendering the active substance or plant protection
product harmless,

— a summary of the results of the tests to establish the substance's or
product's efficacy and harmlessness to humans, animals, plants and
the environment,

— recommended methods and precautions to reduce handling, storage,
transport, fire or other hazards,

— methods of analysis referred to in Articles 4 (1) (¢) and (d) and 5
(D,

— methods of disposal of the product and of its packaging,

— decontamination procedures to be followed in the case of accidential
spillage or leakage,

— first aid and medical treatment to be given in the case of injury to
persons.

If the applicant subsequently discloses previously confidential
information, he shall be required to inform the competent authority
accordingly.

Packaging and labelling of plant protection products

Article 15

Article 5 (1) of Directive 78/631/EEC shall apply to all plant protection
products not covered by Directive 78/631/EEC.

(') OJ No L 158, 23. 6. 1990, p. 56.
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Article 16

Member States shall take all necessary measures to ensure that the
packaging of plant protection products satisfies the following
requirements as to labelling.

1. All packaging must show clearly and indelibly the following:
(a) the trade name or designation of the plant protection product;

(b) the name and address of the holder of the authorization and the
authorization number of the plant protection product and, if
different, the name and address of the person responsible for
the final packaging and labelling or for the final labelling of the
plant protection product on the market;

»C1 (c) the name and amount of each active substance
expressed as provided for in Article 6 of Directive 78/631/EEC
and <« in particular paragraph (2) (d) of that Article.

The name must be as given in the list contained in Annex I to
Directive 67/548/EEC or, if not included therein, its ISO
common name. If the latter is not available, the active
substance shall be designated by its chemical designation
according to [UPAC rules;

(d) the net quantity of plant protection product given in legal units
of measurement;

(e) the formulation batch number or some means of identifying it;

(f) the particulars required under Article 6 of Directive 78/631/EEC,
in particular those mentioned in paragraph 2 (d), (g), (h) and (i),
and paragraphs 3 and 4 of that Article and information on first
aid;

(g) the nature of any special risks for humans, animals or the
environment, by means of standard phrases selected as appro-
priate from those given in Annex IV;

(h) safety precautions for the protection of humans, animals or the
environment, in the form of standard phrases selected as appro-
priate from those given in Annex V;

(1) the type of action of the plant protection product (e.g. insec-
ticide, growth regulator, weedkiller, etc.);

(j) the type of preparation (e.g. wettable powder, emulsifiable
concentrate, etc.);

(k) the uses for which the plant protection product has been auth-
orized and any specific agricultural, plant health and environ-
mental conditions under which the product may be used or
should not be used;

(I) directions for use and the dose rate, expressed in metric units,
for each use provided for under the terms of the authorization;

(m) where necessary, the safety interval for each use between appli-
cation and:

— sowing or planting of the crop to be protected,
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— sowing or planting of succeeding crops,
— access by humans or animals,

— harvesting,

— use or consumption;

(n) particulars of possible phytotoxicity, varietal susceptibility, and
any other direct or indirect adverse side effects on plants or
products of plant origin together with the intervals to be
observed between application and sowing or planting of:

— the crop in question, or
— subsequent crops;

(o) if accompanied by a leaflet, as provided for in paragraph 2, the
sentence ‘Read accompanying instructions before use’;

(p) directions for safe disposal of the plant protection product and of
the packaging; and

(q) the expiry date relevant to normal conditions of storage where
the shelf life of the product is limited to less than two years.

. Member States may permit the requirements in paragraph 1 (1), (m)

and (n) to be indicated on a separate leaflet accompanying the
package if the space available on the package is too small. Such a
leaflet shall be regarded as part of the label for the purposes of this
Directive.

. Taking account of the rules in force within their territories regarding

the supply of certain plant protection products to certain categories of
users, pending Community harmonization, the Member States shall
require that it be indicated on the label whether a product is restricted
to certain categories of users.

. In no circumstances may the label of the packaging of a plant

protection product bear the indications ‘non-toxic’, ‘harmless’, or
similar indications. However, information to the effect that the
plant protection product may be used when bees or other non-
target species are active, or when crops or weeds are in flower or
other such phrases to protect bees or other non-target species may be
given on the label, if the authorization relates explicitly to use during
the season for bees or other specified organisms and presents
minimal hazard to them.

. Member States may make the placing of plant protection products on

the market in their territories subject to their being labelled in their
national language or languages, and may require that samples,
models or drafts of the packaging, labelling and leaflets referred to
in this Article be submitted.

By way of derogation from paragraph 1 (g) and (h), Member States
may require additional phrases to be clearly and indelibly marked on
packaging where they are deemed to be necessary for the protection
of human beings, animals or the environment; in that event they shall
notify the other Member States and the Commission forthwith of
each derogation granted and shall forward the additional phrase or
phrases and the reasons for these requirements.
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In accordance with the procedure laid down in Article 19, a decision
shall be taken that the additional phrase or phrases is or are justified
and hence that Annexes IV and V must be amended accordingly, or
that the Member States concerned must no longer require such
phrase(s). The Member State shall be entitled to maintain its
requirement until such time as a decision has been taken.

Control measures

Article 17

Member States shall make the necessary arrangements for plant
protection products which have been placed on the market and for
their use to be officially checked to see whether they comply with
the requirements of this Directive and in particular with the
requirements of the authorization and information appearing on the
label.

The Member States shall report annually before 1 August to the other
Member States and the Commission on the results of the inspection
measures taken in the previous year.

Administrative provisions

Article 18

1. The Council, acting by a qualified majority on a proposal from the
Commission, shall adopt the ‘uniform principles’ referred to in
Annex VI

2. In accordance with the procedure laid down in Article 19 and
having regard to current scientific and technical knowledge, the
necessary amendments to Annexes II, III, IV, V and VI shall be
adopted.

V M41
Article 19
1.  The Commission shall be assisted by the Standing Committee on

the Food Chain and Animal Health set up pursuant to Article 58 of
Regulation (EC) No 178/2002 (1).

2. Where reference is made to this Article, Articles 5 and 7 of
Decision 1999/468/EC () shall apply.

The period laid down in Article 5(6) of Decision 1999/468/EC shall be
set at three months.

3. The Committee shall adopt its Rules of Procedure.

Article 20

1.  The Commission shall be assisted by the Standing Committee on
the Food Chain and Animal Health.

2. Where reference is made to this Article, Articles 5 and 7 of
Decision 1999/468/EC shall apply.

The period laid down in Article 5(6) of Decision 1999/468/EC shall be
set at 15 days.

! L 31, 1.2.2002, p. 1.

() 0J
() OJ L 184, 17.7.1999, p. 23.
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VY M41
Article 21
1. The Commission shall be assisted by the Standing Committee on
the Food Chain and Animal Health.
2. Where reference is made to this Article, Articles 3 and 7 of
Decision 1999/468/EC shall apply.
VB

Research and development

Article 22

1. The Member States shall prescribe that any experiment or test for
research or development purposes involving the release into the
environment of an unauthorized plant protection product may only be
carried out after authorization for trial purposes has been granted and
under controlled conditions and for limited quantities and areas.

2. The persons concerned shall submit an application to the
competent authority of the Member State in whose territory the
experiment or test is to be conducted, within time periods prescribed
by the Member State before the commencement of the experiment or
test, together with a dossier containing all the available data to permit an
assessment to be made of possible effects on human or animal health or
the possible impact on the environment.

If the proposed experiments or tests referred to in paragraph 1 are liable
to have harmful effects on human or animal health or to have an unac-
ceptable adverse influence on the environment, the Member State
concerned may either prohibit them or permit them subject to such
conditions as it considers necessary to prevent those consequences.

3. Paragraph 2 shall not apply if the Member State has granted the
person concerned the right to undertake certain experiments and tests
and has determined the conditions under which the experiments and
tests have to be undertaken.

4. Common conditions for the application of this Article, in particular
the maximum quantities of pesticides that may be released during
experiments covered by paragraph 1, and the minimum data to be
submitted in accordance with paragraph 2, shall be adopted in
accordance with the procedure laid down in Article 19.

5. This Article shall not apply to experiments or tests covered by Part
B of Directive 90/220/EEC.

Implementation of the Directive

Article 23

1.  Member States shall bring into force the laws, regulations and
administrative provisions necessary to comply with this Directive
within two years following notification thereof. They shall immediately
inform the Commission thereof. The uniform principles shall be adopted
one year after the date of notification.



199110414 — EN — 01.08.2011 — 030.001 — 28

When Member States adopt these measures, they shall contain a
reference to this Directive or shall be accompanied by such reference
on the occasion of their official publication. The methods of making
such a reference shall be laid down by the Member States.

2. Paragraph 1 notwithstanding, Member States need not bring into
force laws, regulations and administrative provisions implementing
Article 10 (1), second indent, until one year at the latest following
adoption of the uniform principles, and only in relation to the
requirements of Article 4 (1) (b) to (e) which are covered by the
uniform principles thus adopted.

Article 24

This Directive is addressed to the Member States.
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ANNEX 1
ACTIVE SUBSTANCES AUTHORISED FOR USE IN PLANT PROTECTION PRODUCTS
General provisions applying to all substances listed in this Annex:
For the implementation of the uniform principles of Annex VI in relation to each substance, the conclusions of the review report

on it, and in particular the Appendices I and II thereof, as finalised in the Standing Committee on Plant Health on the date
indicated under ‘specific provisions’ for that substance shall be taken into account.

Member States shall keep available all review reports (except for confidential information within the meaning of Article 14 of the
Directive) for consultation by any interested parties or shall make it available to them on specific request.

Common name, identifi- Expiration of

Number cation numbers TUPAC name Purity () Entry into force inclusion Specific provisions
VY M147
1 | Imazalil (RS)-1-(B-allyloxy- > 950 g/kg 1 August 31 July 2021 |PART A

CAS No 35554-44-0 2,4—dichlqrop— 2011 Only uses as fungicide may be authorised.

73790-28-0 (replaced) | enethylimidazole PART B

CIPAC No 335 or For the implementation of the uniform principles of Annex VI, the
al'lyl (RS)-1-(2,4- conclusions of the review report on imazalil, and in particular Appendices I
.chc.hlorophenyl)-Z- and II thereof, as finalised in the Standing Committee on the Food Chain and
1mh1dazol—1—y1ethyl Animal Health on 9 July 2010 shall be taken into account.
ether

In this overall assessment Member States must pay particular attention to:

— the specification of the technical material as commercially manufactured
must be confirmed and supported by appropriate analytical data. The test
material used in the toxicity dossiers should be compared and verified
against this specification of the technical material,

— the acute dietary exposure situation of consumers in view of future
revisions of maximum residue levels,

— the operators and workers safety. Authorised conditions of use must
prescribe the application of adequate personal protective equipment and
risk mitigation measures to reduce the exposure,

— ensure that appropriate waste management practices to handle the waste
solution remaining after application, such as the cleaning water of the
drenching system and the discharge of the processing waste are put in
place. Prevention of any accidental spillage of treatment solution.
Member States permitting the release of waste water into the sewage
system shall ensure that a local risk assessment is carried out,

I[102°80°T0 — NA — ¥I¥0TI661
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VY M147

Common name, identifi-

Expiration of

Number cation numbers IUPAC name Purity () Entry into force inclusion Specific provisions
— risk to aquatic organisms and soil micro-organisms and long-term risk to
granivorous birds and mammals. Conditions of authorisation should
include risk mitigation measures, where appropriate.
The Member States concerned shall ensure that the notifier submits to the
Commission further information and in particular confirmatory data on:
— route of degradation of imazalil in soil and surface water systems,
— environmental data to support the managing measures that Member States
have to put in place to ensure that groundwater exposure is negligible,
— a hydrolysis study to investigate the nature of residues in processed
commodities.
They shall ensure that the notifier provides such information to the
Commission by 31 October 2012.
VvV M144
2 | Azoxystrobin methyl  (E)-2-{2[6- | > 930 g/kg 1 August 31 July 2021 [PART A
CAS No 131860-33-8 (2-cyanop- Toluene 2011 Only uses as fungicide may be authorised.
CIPAC No 571 henoxy)pyrimidin-4- | maximum content PART B
yloxylphenylj-3= 2 g/kg For the implementation of the unif inciples of Annex VI, th
methoxyacrylate 7 somer plementation o e uniform principles o nnex , the

maximum content
25 g/kg

conclusions of the review report on azoxystrobin and in particular Appendices

I and II thereof, as finalised in the Standing Committee on the Food Chain

and Animal Health on 9 July 2010 shall be taken into account.

In this overall assessment Member States must pay particular attention to:

— the specification of the technical material as commercially manufactured
must be confirmed and supported by appropriate analytical data. The test
material used in the toxicity dossiers should be compared and verified
against this specification of the technical material,

— the potential for groundwater contamination, when the active substance is
applied in regions with vulnerable soil and/or climatic conditions,

— the protection of aquatic organisms.

The Member States must ensure that the conditions of authorisation include
risk mitigation measures, where appropriate, such as buffer zones.

I[102°80°T0 — NA — ¥I¥0TI661

100°0€0

0¢



VM144

Common name, identifi-

Expiration of

Number cation numbers IUPAC name Purity () Entry into force inclusion Specific provisions

The Member States concerned shall request the submission of further studies

to finalise the risk assessment on groundwater and aquatic organisms. They

shall ensure that the notifiers provide such studies to the Commission by

31 October 2012.

v M3
3 | Kresoxim-Methyl Methyl (E)-2- [ 910 g/kg 1 February 31 December |Only uses as fungicide may be authorised.
CAS No 143390-89-0 methoxyimino-2-[2- 1999 2011 In their decision making according to the Uniform Principles Member States
CIPAC No 568 (o-tolyloxymethyl) shall pay particular attention to the protection of groundwater under
phenylJacetate vulnerable conditions.
Date of Standing Committee on Plant Health at which the review report was
finalised: 16 October 1998.
4 | Spiroxamine (8-tert-Butyl-1,4- 940 g/kg (diaste- | 1 September | 31 December [Only uses as a fungicide may be authorised.
CAS No 1181134-30-8 | dioxa-spiro [4.5] | reomers A and B 1999 2011 In their decision making according to the Uniform Principles Member States:
CIPAC No 572 decan-2-ylmethy!)- combined) — must pay particular attention to operator safety and must ensure that the
ethyl-propyl-amine payp S P Y .
conditions of authorisation include appropriate protective measures,
and,

— must pay particular attention to the impact on aquatic organisms and
must ensure that the conditions of authorisation include, where appro-
priate, risk mitigation measures.

Date of Standing Committee on Plant Health at which the review report was

finalised: 12 May 1999.

VY M143
5 | Azimsulfuron 1-(4,6-dimethoxy- > 980 g/kg 1 August 31 July 2021 [PART A
CAS No 120162-55-2 pyrimidin-2-yD)-3-[1- | maximum level of 2011 Only uses as herbicide may be authorised.
CIPAC No 584 methyl-4-(2-methyl- | the impurity Aerial applications may not be authorised.

2H-tetrazol-5-yl)-
pyrazol-5-
ylsulfonyl]-urea

phenol 2 g/kg

PART B

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on azimsulfuron, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 9 July 2010, shall be taken into account.
In this overall assessment Member States must pay particular attention to:

— the protection of non-target plants,

I110T°80°T0 — NA — 1011661
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Number

Common name, identifi-
cation numbers

IUPAC name

Purity (")

Entry into force

Expiration of
inclusion

Specific provisions

— the potential for groundwater contamination, when the active substance is
applied in vulnerable scenarios and/or climatic conditions,

— the protection of aquatic organisms.

Member States must ensure that the conditions of authorisation include risk
mitigation measures, where appropriate (e.g. buffer zones, in rice cultivation
minimum holding periods for water prior to discharge).

The Member States concerned shall request the submission of further studies
to finalise the risk assessment on aquatic organisms and further studies to
complete the identification of the degradation products in the aqueous
photolysis of the substance. They shall ensure that the notifiers provide
such studies to the Commission by 31 October 2012.

VY M93

Fluroxypyr
CAS No 69377-81-7
CIPAC No 431

4-amino-3,5-
dichloro-6-fluoro-2-
pyridyloxyacetic acid

950 g/kg

1 December
2000

31 December
2011

Only uses as herbicide may be authorised.
In their decision making according to the Uniform Principles Member States:

— shall take into account the additional information requested in point 7 of
the Review Report,

— must pay particular attention to the protection of groundwater,

— must pay particular attention to the impact on aquatic organisms and
must ensure that the conditions of authorisation include, where appro-
priate, risk mitigation measures.

Member States shall inform the Commission if the requested additional trials

and information as outlined in point 7 of the Review Report were not

submitted by 1 December 2000.

Date of Standing Committee on Plant Health at which the review report was
finalised: 30 November 1999.

VY M149

Metsulfuron methyl
CAS No 74223-64-6
EEC No 441

Methyl 2-(4-
methoxy-6-methyl-
1,3,5,-triazin-2-ylcar-
bamoylsulfamoyl)
benzoate

960 gke

1 July 2001

31 December
2015

Only uses as herbicide may be authorised.
In their decision making according to the Uniform Principles Member States
— must pay particular attention to the protection of groundwater;

— must pay particular attention to the impact on aquatic organisms and
must ensure that the conditions of authorisation include, where appro-
priate, risk mitigation measures.

Date of Standing Committee on Plant Health at which the review report was
finalised: 16 June 2000.

I110T°80°T0 — NA — 1011661
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Common name, identifi-

Expiration of

VY M149

Number cation numbers IUPAC name Purity (") Entry into force inclusion Specific provisions
8 | Prohexadione 3,5-dioxo-4-propio- > 890 g/kg 1 August 31 July 2021 [PART A
CAS No: 127277-53-6 | nylcyclohexanecar- (expressed as 2011 Only uses as plant growth regulator may be authorised.
(prohexadione-calcium) | boxylic acid prohexadione- PART B
CIPAC No: 567 calcium) For the implementation of the uniform principles of Annex VI, the
(prohexadione) conclusions of the review report on prohexadione and in particular
No: 567.020 (prohex- Appendices I and II thereof, as finalised in the Standing Committee on the
adione-calcium) Food Chain and Animal Health on 9 July 2010 shall be taken into account.
9 | Triasulfuron 1-[2-(2-chloro- 940 g/kg 1 August 31 December [Only uses as herbicide may be authorised.
CAS No 82097-50-5 ethoxy)phenylsulfon- 2001 2015 In their decision making according to the Uniform Principles Member States:
CIPAC No 480 }6]1] _2}1_1(14 —3rnsethoxy— — must pay particular attention to the protection of groundwater;
tr_i;nz?n-g-_yl,)dre; — must pay particular attenti_qn to the impapt on aguatic organisms and
must ensure that the conditions of authorisation include, where appro-
priate, risk mitigation measures.
Date of Standing Committee on Plant Health at which the review report was
finalised: 13 July 2000.
10 | Esfenvalerate (S)-a-Cyano-3-phen- | 830 g/kg 1 August 31 December [Only uses as insecticide may be authorised.
CAS No 66230-04-4 oxybenzyl-(S)-2-(4- 2001 2015 In their decision making according to the Uniform Principles Member States:
CIPAC No 481 chlorophenyl)-3- — must pay particular attention to the potential impact on aquatic organisms
methylbutyrate and non-target arthropods and must ensure that the conditions of auth-
orisation include, where appropriate, risk mitigation measures.
Date of Standing Committee on Plant Health at which the review report was
finalised: 13 July 2000.
11 | Bentazone 3-isopropyl-(1H)- 960 g/kg 1 August 31 December |Only uses as herbicide may be authorised.
CAS No 25057-89-0 2,1,3-benzothia- 2001 2015

CIPAC No 366

diazin-4-(3H)-one-
2,2-dioxide

In their decision making according to the Uniform Principles Member States
must pay particular attention to the protection of groundwater.

Date of Standing Committee on Plant Health at which the review report was
finalised: 13 July 2000.

I110T°80°T0 — NA — 1011661
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Common name, identifi-

Expiration of

Number cation numbers IUPAC name Purity () Entry into force inclusion Specific provisions
12 | Lambda-cyhalothrin A 1:1 mixture of: 810 g/kg 1 January 31 December [Only uses as insecticide may be authorised.
CAS No 91465-08-6 (S)-a-cyano-3-phen- 2002 2015 In their decision making according to the Uniform Principles Member States:
CIPAC No 463 oxybenzyl - — must pay particular attention to operator safety;
gl??l})h&(}chloro- — must pay particular attention to the potential impact on aquatic organisms
52,07l lu 0;_2 and non-target arthropods including bees and must ensure that the
opropeny )-2,2- conditions of authorisation include, where appropriate, risk mitigation
dimethylcyclopro- measures:
panecarboxylate, ’ . . . . .
d must pay particular attention to the residues in food and especially the
an acute effects thereof.
(R)—g—cya{lo—&p heg— Date of Standing Committee on Plant Health at which the review report was
oxybenzy @)- finalised: 19 October 2000.
(18,3S)-3-(2-chloro-
3,3,3-trifluor-
opropenyl)-2,2-
dimethylcyclopro-
panecarboxylate
13 | Fenhexamid N-(2,3-dichloro-4- > 950 g/kg 1 June 2001 | 31 December |Only uses as a fungicide may be authorized.
CAS No 126833-17-8 hydroxyphenyl)-1- 2015 In decision making according to the Uniform Principles Member States must
CIPAC No 603 methylcyclohexan- pay particular attention to the potential impact on aquatic organisms and must
ecarboxamide ensure that the conditions of authorisation include, where appropriate, risk
mitigation measures.
Date of Standing Committee on Plant Health at which the review report was
finalised: 19 October 2000.
14 | Amitrole H-[1,2,4]-triazole-3- | 900 g/kg 1 January 31 December [Only uses as herbicide may be authorised
CAS No 61-82-5 ylamine 2002 2015 For the implementation of the uniform principles of Annex VI, the
CIPAC No 90 conclusions of the review report on amitrole, and in particular Appendices

I and II thereof, as finalised in the Standing Committee on Plant Health on
12 December 2000 shall be taken into account. In this overall assessment
Member States:

— must pay particular attention to the protection of operators;

— must pay particular attention to the protection of the groundwater in
vulnerable areas, in particular with respect to non-crop uses;

must pay particular attention to the protection of beneficial arthropods;
must pay particular attention to the protection of birds and wild
mammals. Use of amitrole during the breeding season may only be auth-
orised when an appropriate risk assessment has demonstrated that there is

I110T°80°T0 — NA — 1011661
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Number

Common name, identifi-
cation numbers

IUPAC name

Purity (")

Entry into force

Expiration of
inclusion

Specific provisions

no unacceptable impact and when the conditions of authorisation include,
where appropriate, risk mitigation measures.

15

Diquat
CAS No
(ion),
(dibromide)
CIPAC No 55

2764-72-9
85-00-7

9,10-dihydro-8a,10a-
diazoniaphenanthrene
ion (dibromide)

950 g/kg

1 January
2002

31 December
2015

On the basis of currently available information, only uses as terrestrial
herbicide and desiccant may be authorised. Uses in aquatic weed control
shall not be authorised.

For the implementation of the uniform principles of Annex VI, the
conclusions of the Review report on diquat, and in particular Appendices I
and II thereof, as finalised in the Standing Committee on Plant Health on
12 December 2000 shall be taken into account. In this overall assessment
Member States:

— must pay particular attention to the potential impact on aquatic organisms
and must ensure that the conditions of authorisation include, where
appropriate, risk mitigation measures;

— must pay particular attention to operator safety as related to non-profes-
sional use and must ensure that the conditions of authorisation include,
where appropriate, risk mitigation measures.

16

Pyridate
CAS No 55512-33.9
CIPAC No 447

6-chloro-3-
phenylpyridazin-4-yl
S-octyl thiocarbonate

900 g/kg

1 January
2002

31 December
2015

Only uses as herbicide may be authorized.

For the implementation of the uniform principles of Annex VI, the
conclusions of the Review report on Pyridate, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on Plant Health on
12 December 2000 shall be taken into account. In this overall assessment
Member States:

— must pay particular attention to the protection of groundwater;

— must pay particular attention to the potential impact on aquatic organisms
and must ensure that the conditions of authorisation include, where
appropriate, risk mitigation measures.

17

Thiabendazole
CAS No 148-79-8
CIPAC No 323

2-Thiazol-4-yl-1H-
benzimidazole

985 g/kg

1 January
2002

31 December
2015

Only uses as fungicide may be authorised. Foliar spray applications shall not
be authorised.

For the implementation of the uniform principles of Annex VI, the

conclusions of the Review report on thiabendazole, and in particular

Appendices I and II thereof, as finalised in the Standing Committee on

Plant Health on 12 December 2000 shall be taken into account. In this

overall assessment Member States:

— must pay particular attention to the protection of aquatic and sediment-
dwelling organisms and must ensure that the conditions of authorisation
include, where appropriate, risk mitigation measures.

I110T°80°T0 — NA — 1011661
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VY M149

Common name, identifi-

Expiration of

Number cation numbers IUPAC name Purity () Entry into force inclusion Specific provisions
Suitable risk mitigation measures (e.g. depuration with diatom earth or
activated carbon) have to be implemented to protect surface waters from
unacceptable levels of contamination via wastewater.
18 | Paecilomyces  fumoso- | Not applicable the absence of | 1 July 2001 31 December |Only uses as an insecticide may be authorised.
roseus Apopka  strain secondary  meta- 2015 Each fermentation broth should be checked by HPLC to ensure that no
97, PFR 97 or CG bolites sh_ould be secondary metabolites are present.
170, ATCC20874 checked n cach Date of Standing Committee on Plant Health at which the review report was
fermentation finalised: 27 April 2001.
broth by HPLC.
19 | DPX KE 459 (flupyr- | 2-(4,6-dimethoxy- 903 g/kg 1 July 2001 31 December [Only uses as a herbicide may be authorised.
sulfuron-methyl) pyrimidin-2-ylcarba- 2015 In decision making according to the Uniform Principles Member States must
CAS No 144740-54-5 mpylsulfamoyl?-6- pay particular attention to the protection of groundwater.
CIPAC No 577 trlﬂuromethylnl- . Date of Standing Committee on Plant Health at which the review report was
cotinate monosodium o -
salt finalised: 27 April 2001.
20 | Acibenzolar-s-methyl benzo[1,2,3]thia- 970 g/kg 1 November | 31 December |Only uses as a plant activator may be authorised.
CAS No 135158-54-2 die}zole—7—carbothioic 2001 2015 Date of Standing Committee on Plant Health at which the review report was
CIPAC No 597 acid S-methyl ester finalised: 29 June 2001
21 | Cyclanilide Not available 960 g/kg 1 November | 31 December |Only uses as a plant growth regulator may be authorised.
CAS No 113136-77-9 2001 2015 The maximum content of the impurity 2,4-dichloroaniline (2,4-DCA) in the
CIPAC No 586 active substance as manufactured should be 1 g/kg.
Date of Standing Committee on Plant Health at which the review report was
finalised: 29 June 2001.
22 | Ferric phosphate Ferric Phosphate 990 g/kg 1 November | 31 December |Only uses as a molluscicide may be authorised.
CAS No 10045-86-0 2001 2015 Date of Standing Committee on Plant Health at which the review report was
CIPAC No 629 finalised: 29 June 2001.
23 | Pymetrozine (E)-6-methyl-4- 950 g/kg 1 November | 31 December |Only uses as an insecticide may be authorised.
CAS No 123312-89-0 | [(pyridin-3-ylme- 2001 2015

CIPAC No 593

thylene)amino]-4,5-
dihydro-2H-[1,2,4]-
triazin-3 one

In decision making according to the Uniform Principles Member States must
pay particular attention to the protection of aquatic organisms.

Date of Standing Committee on Plant Health at which the review report was
finalised: 29 June 2001.
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24 | Pyraflufen-ethyl Ethyl 2-chloro-5-(4- | 956 g/kg 1 November | 31 December |Only uses as a herbicide may be authorised.
CAS No 129630-19-9 chloro-5-difluor- 2001 2015 In decision making according to the Uniform Principles Member States must
CIPAC No 605 omethoxy-1-methyl- pay particular attention to the protection of algaec and aquatic plants and
pyrazol-3-yl)-4-fluor- should apply, where appropriate, risk mitigation measures.
ophenoxyacetate Date of Standing Committee on Plant Health at which the review report was
finalised: 29 June 2001.
25 | Glyphosate N-(phosphono- 950 g/kg 1 July 2002 | 31 December |Only uses as herbicide may be authorised
CAS No 1071-83-6 methyl)-glycin 2015 For the implementation of the uniform principles of Annex VI, the
CIPAC No 284 conclusions of the review report on glyphosate, and in particular Appendices

I and II thereof, as finalised in the Standing Committee on Plant Health on

29 June 2001 shall be taken into account. In this overall assessment Member

States:

— must pay particular attention to the protection of the groundwater in
vulnerable areas, in particular with respect to non-crop uses.

26 | Thifensulfuron-methyl Methyl 3-(4- [ 960 g/kg 1 July 2002 | 31 December |Only uses as herbicide may be authorised
CAS No 79277-27-3 methox.y-().-methyl- 2015 For the implementation of the uniform principles of Annex VI, the
CIPAC No 452 1,3,5-triazin-2-ylcar- conclusions of the review report on thifensulfuron-methyl, and in particular
bamoyl- ) Appendices I and II thereof, as finalised in the Standing Committee on Plant
sulfamoyl)thiophene- Health on 29 June 2001 shall be taken into account. In this overall assessment
2-carboxylate Member States:

— must pay particular attention to the protection of groundwater;

— must pay particular attention to the impact on aquatic plants and must
ensure that the conditions of authorisation include, where appropriate,
risk mitigation measures.

27 | 2,4-D (2,4-dichlorop- 960 g/kg 1 October 31 December [Only uses as herbicide may be authorised
CAS No 94-75-7 henoxy) acetic acid 2002 2015 For the implementation of the uniform principles of Annex VI, the
CIPAC No 1 conclusions of the review report on 2,4-D, and in particular Appendices I

and II thereof, as finalised in the Standing Committee on Plant Health on

2 October 2001 shall be taken into account. In this overall assessment

Member States:

— must pay particular attention to the protection of the groundwater, when
the active substance is applied in regions with vulnerable soil and/or
climatic conditions;

— must pay particular attention to the dermal absorption;

— must pay particular attention to the protection of non-target arthropods
and must ensure that the conditions of authorisation include, where
appropriate, risk mitigation measures.
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28

Isoproturon
CAS No 34123-59-6
CIPAC No 336

3-(4-isopro-

pylphenyl)-1,1-
dimethylurea

970 gkg

1 January
2003

31 December
2015

Only uses as herbicide may be authorised

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on isoproturon, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on Plant Health on
7 December 2001 shall be taken into account. In this overall assessment
Member States:

— must pay particular attention to the protection of the groundwater, when
the active substance is applied in regions with vulnerable soil and/or
climatic conditions or at use rates higher than those described in the
review report and must apply risk mitigation measures, where appro-
priate;

— must pay particular attention to the protection of aquatic organisms and
must ensure that the conditions of authorisation include, where appro-
priate, risk mitigation measures.

VM32

29

Ethofumesate
CAS No 26225-79-6
CICAP No 223

(£)-2-ethoxy-2,3-
dihydro-3,3-
dimethylbenzofuran-
S5-ylmethanesulfonate

960 g/kg

1 March 2003

28 February
2013

Only uses as herbicide may be authorised

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on ethofumesate, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 26 February 2002 shall be taken into
account. In this overall assessment Member States may pay particular
attention to the protection of the groundwater, when the active substance is
applied in regions with vulnerable soil and/or climatic conditions and must
apply risk mitigation measures, where appropriate.

V M149

30

Iprovalicarb
CAS No 140923-17-7
CIPAC No 620

{2-Methyl-1-[1-(4-
methyl-
phenyl)ethylcarbony-
I]propyl}-  carbamic
acid isopropylester

950 g/kg

(provisional spec-
ification)

1 July 2002

31 December
2015

Only uses as fungicide may be authorised.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on iprovalicarb, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 26 February 2002 shall be taken into account. In this
overall assessment:

— the specification of the technical material as commercially manufactured
must be confirmed and supported by appropriate analytical data. The test
material used in the toxicity dossier should be compared and verified
against this specification of the technical material;
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— Member States must pay particular attention to the protection of
operators.
31 | Prosulfuron 1-(4-methoxy-6- 950 g/kg 1 July 2002 | 31 December |Only uses as herbicide may be authorised.
CAS No 94125-34-5 methyl-1,3,5-triazin- 2015 For the implementation of the uniform principles of Annex VI, the
CIPAC No 579 2-'y1)-3-[2-(3,3,3- conclusions of the review report on prosulfuron, and in particular Appendices
trifluoropropyl)- I and II thereof, as finalised in the Standing Committee on the Food Chain
phenylsulfonyl]-urea and Animal Health on 26 February 2002 shall be taken into account. In this
overall assessment Member States:

— must carefully consider the risk to aquatic plants if the active substance is
applied adjacent to surface waters. Risk mitigation measures should be
applied where appropriate;

— must pay particular attention to the protection of groundwater, when the
active substance is applied in regions with vulnerable soil and/or climate
conditions. Risk mitigation measures should be applied where appro-
priate.

32 | Sulfosulfuron 1-(4,6-dimethoxy- 980 g/kg 1 July 2002 | 31 December |Only uses as a herbicide may be authorised.
CAS No 141776-32-1 pyrimidin-2-yI)-3- 2015 For the implementation of the uniform principles of Annex VI, the
CIPAC No 601 '[(2'—ethanesulfony1— conclusions of the review report on sulfosulfuron, and in particular
1m1da;9[1,2— Appendices I and II thereof, as finalised in the Standing Committee on the
a]pyridine) Food Chain and Animal Health on 26 February 2002 shall be taken into
sulfonylJurea account. In this overall assessment

— Member States must pay particular attention to the protection of aquatic
plants and algae. Where appropriate, risk mitigation measures should be
applied;

— Member States must pay particular attention to the protection of the
groundwater, when the active substance is applied in regions with
vulnerable soil and/or climatic conditions.

33 | Cinidon-ethyl (Z)-ethyl 2-chloro-3- | 940 g/kg 1 October 31 December [Only uses as herbicide may be authorised.
CAS No 142891-20-1 [2-chloro-5- 2002 2015

CIPAC No 598

(cyclohex-1-ene-1,2-
dicar-
boximido)phenyl]acr-
ylate

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on cinidon-ethyl, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 19 April 2002 shall be taken into account.
In this overall assessment Member States:
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— should pay particular attention to the potential for ground water contami-
nation, when the active substance is applied in regions with vulnerable
soil (e.g. soils with neutral or high pH values) and/or climatic conditions;

— should pay particular attention to the protection of aquatic organisms.

Conditions of authorisation must include risk mitigation measures, where

appropriate.

34

Cyhalofop butyl
CAS No 122008-85-9
CIPAC No 596

Butyl-(R)-2-[4(4-
cyano-2-fluor-
ophenoxy)
phenoxy]propionate

950 g/kg

1 October
2002

31 December
2015

Only uses as herbicide may be authorised.

For the implementation of the uniform principles of Annex VI, the

conclusions of the review report on cyhalofop butyl, and in particular

Appendices I and II thereof, as finalised in the Standing Committee on the

Food Chain and Animal Health on 19 April 2002 shall be taken into account.

In this overall assessment

— Member States must carefully consider the potential impact of aerial
applications to non-target organisms and in particular to aquatic
species. Conditions of authorisation must include restrictions or risk
mitigation measures, where appropriate.

— Member States must carefully consider the potential impact of terrestrial
applications on aquatic organisms within paddy fields. Conditions of
authorisation must include risk mitigation measures, where appropriate.

35

Famoxadone
CAS No 131807-57-3
CIPAC No 594

3-anilino-5-methyl-5-
(4-phenoxyphenyl)-
1,3-oxazolidine-2,4-
dione

960 g/kg

1 October
2002

31 December
2015

Only uses as fungicide may be authorised.

For the implementation of the uniform principles of Annex VI, the

conclusions of the review report on famoxadone, and in particular Appendices

I and II thereof, as finalised in the Standing Committee on the Food Chain

and Animal Health on 19 April 2002 shall be taken into account. In this

overall assessment:

— Member States must pay particular attention to potential chronic risks of
the parent substance or metabolites to earthworms;

— Member States must pay particular attention to the protection of aquatic
organisms and must ensure that the conditions of authorisation include,
where appropriate, risk mitigation measures;

— Member States should pay particular attention to the protection of
operators.
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36 | Florasulam 2', 6', 8-Trifluoro-5- | 970 g/kg 1 October 31 December [Only uses as herbicide may be authorised.

CAS No 145701-23-1 methoxy—[1,2,4]- ) 2002 2015 For the implementation of the uniform principles of Annex VI, the
triazolo [1,5-c] pyri- conclusions of the review report on florasulam, and in particular Appendices

CIPAC No 616 o
m1§}ne-2-sulphon- I and II thereof, as finalised in the Standing Committee on the Food Chain
anilide and Animal Health on 19 April 2002 shall be taken into account. In this

overall assessment Member States:

— should pay particular attention to the potential for ground water contami-
nation, when the active substance is applied in regions with vulnerable
soil and/or climatic conditions. Conditions of authorisation must include
risk mitigation measures, where appropriate.

37 | Metalaxyl-M Methyl (R)-2-{[(2,6- | 910 g/kg 1 October 31 December [Only uses as fungicide may be authorised.
CAS No 70630-17-0 dimethyl- 2002 2015 For the implementation of the uniform principles of Annex VI, the
CIPAC No 580 phenyl)metho- ) conclusions of the review report on Metalaxyl-M, and in particular
Xyac.etyl] amino} Appendices I and II thereof, as finalised in the Standing Committee on the
propionate Food Chain and Animal Health on 19 April 2002 shall be taken into account.

In this overall assessment:

— particular attention should be given to the potential for groundwater
contamination by the active substance or its degradation products CGA
62826, and CGA 108906 when the active substance is applied in regions
with vulnerable soil and/or climatic conditions. Risk mitigation measures
should be applied, where appropriate.

38 | Picolinafen 4'-Fluoro-6-[(a,0.,0- 970 g/kg 1 October 31 December [Only uses as herbicide may be authorised.
CAS No 137641-05-5 triﬂuoro-m-. ) 2002 2015 For the implementation of the uniform principles of Annex VI, the
CIPAC No 639 t01.}"1)0XY]P100111‘1' conclusions of the review report on picolinafen, and in particular Appendices
anilide I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 19 April 2002 shall be taken into account. In this
overall assessment Member States:

— must pay particular attention to the protection of aquatic organisms.
Conditions of authorisation should include risk mitigation measures,
where appropriate.

39 | Flumioxazine N-(7-fluoro-3,4- 960 g/kg 1 January 31 December |Only uses as herbicide may be authorised.
CAS No 103361-09-7 dihydro-3-ox0-4- 2003 2015

CIPAC No 578

prop-2-ynyl-2H-1,4-
benzoxazin-6-
yl)cyclohex-1-ene-
1,2-dicarboximide

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on flumioxazine, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 28 June 2002 shall be taken into account.
In this overall assessment Member States:

I110T°80°T0 — NA — 1011661

100°0€0

184



VY M149

Common name, identifi-

Expiration of

Number cation numbers IUPAC name Purity (") Entry into force inclusion Specific provisions

— must carefully consider the risk to aquatic plants and algae. Conditions of

authorisation must include risk mitigation measures, where appropriate.
VY M37
40 | Deltamethrin (S)-a-cyano-3-phen- | 980 g/kg 1 November 31 October |Only uses as insecticide may be authorised

CAS No 52918-63-5 oxybenzvyl (IR,3R)- 2003 2013 For the implementation of the uniform principles of Annex VI, the
CIPAC No 333 3-(2,2-dibro- conclusions of the review report on deltamethrin, and in particular
mpvmyl)-Z,2- Appendices 1 and II thereof, as finalised in the Standing Committee on
dimethylcyclo- Plant Health on 18 October 2002 shall be taken into account. In this

propane carboxylate overall assessment Member States:

— must pay particular attention to the operator safety and must ensure that
the conditions of authorisation include appropriate protective measures,

— should observe the acute dietary exposure situation of consumers in view
of future revisions of maximum residue levels,

— must pay particular attention to the protection of aquatic organisms, bees
and non-target arthropods and must ensure that the conditions of auth-
orisation include risk mitigation measures, where appropriate.

VYV M38
41 | Imazamox (£)-2-(4-isopropyl-4- | 950 g/kg 1 July 2003 | 30 June 2013 [Only uses as herbicide may be authorised.
CAS No 114311-32-9 methyl—S—oxo—Z—imid— For the implementation of the uniform principles of Annex VI, the
CIPAC No 619 azolin-2-yl)-5- conclusions of the review report on imazamox, and in particular Appendices
(I'netlilogyme.thyl) I and II thereof, as finalised in the Standing Committee on the Food Chain
nicotinic acid and Animal Health on 3 December 2002 shall be taken into account.
In this overall assessment Member States should pay particular attention to
the potential for groundwater contamination, when the active substance is
applied in regions with vulnerable soil and/or climate conditions. Risk miti-
gation measures should be applied where appropriate.
42 | Oxasulfuron Oxetan-3-yl ~ 2[(4,6- [»>M39 930 g/kg €| 1 July 2003 | 30 June 2013 [Only uses as herbicide may be authorised.
CAS No 144651-06-9 dimethylpyrimidin-2- For the implementation of the uniform principles of Annex VI, the
yD carbamoyl- conclusions of the review report on oxasulfuron, and in particular Appendices

CIPAC No 626

sulfamoyl] benzoate

I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 3 December 2002 shall be taken into account.
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— Member States must pay particular attention to the protection of
groundwater, when the active substance is applied in regions with
vulnerable soil and/or climate conditions.
Risk mitigation measures should be applied, where appropriate.
43 | Ethoxysulfuron 3-(4,6-dimethoxy- 950 g/kg 1 July 2003 | 30 June 2013 |Only uses as herbicide may be authorised.
CAS No 126801-58-9 pyrimidin-2-yl)-1-(2- For the implementation of the uniform principles of Annex VI, the
CIPAC No 591 ethoxyphenoxy- conclusions of the review report on ethoxysulfuron, and in particular
sulfonyl)urea Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 3 December 2002 shall be taken into
account.
Member States should pay particular attention to the protection of non-target
aquatic plants and algae in drainage canals. Risk mitigation measures should
be applied where appropriate.
44 | Foramsulfuron 1-(4,6-dimethoxy- 940 g/kg 1 July 2003 | 30 June 2013 [Only uses as herbicide may be authorised.
CAS No 173159-57-4 pyrimidin-Z-yl)-B-(Z- For the implementation of the uniform principles of Annex VI, the
CIPAC No 659 dlmethylcgrbamoyl- conclusions of the review report on foramsulfuron, and in particular
5-formamidophe- Appendices | and II thereof, as finalised in the Standing Committee on the
nylsulfonyl)urea Food Chain and Animal Health on 3 December 2002 shall be taken into
account.
In this overall assessment Member States should pay particular attention to
the protection of aquatic plants. Risk mitigation measures should be applied,
where appropriate.
45 | Oxadiargyl 5-tert-butyl-3-(2,4- 980 g/kg 1 July 2003 | 30 June 2013 |Only uses as herbicide may be authorised.
CAS No 39807-15-3 dichloro-5-propargy- For the implementation of the uniform principles of Annex VI, the
CIPAC No 604 loxyphenyl)—1,3,4 conclusions of the review report on oxadiargyl, and in particular Appendices
oxadiazol-2-(3H)-one I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 3 December 2002 shall be taken into account.
In this overall assessment Member States should pay particular attention to
the protection of algae and aquatic plants. Risk mitigation measures should be
applied where appropriate.
46 | Cyazofamid 4-chloro-2cyano- 935 g/kg 1 July 2003 | 30 June 2013 [Only uses as fungicide may be authorised.

CAS No 120116-88-3
CIPAC No 653

N,N-dimethyl-5-P-
tolylimidazole -1-
sulfonamide

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on cyazofamid, and in particular

Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 3 December 2002 shall
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be taken into account. In this overall assessment

— Member States must pay particular attention to the protection of aquatic
organisms;

— Member States must pay particular attention to the degradation kinetics
of the metabolite CTCA in soil, especially for Northern European
regions.

Risk mitigation measures or use restrictions should be applied where appro-

priate.

VM40

47

2,4-DB
CAS No 94-82-6
CIPAC No 83

4-(2,4-dichlorop-
henoxy) butyric acid

940 g/kg

1 January
2004

31 December
2013

Only use as herbicide may be authorised

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on 2,4-DB, and in particular Appendices I
and II thereof, as finalised in the Standing Committee on the Food Chain and
Animal Health on 3 December 2002 shall be taken into account. In this
overall assessment Member States:

must pay particular attention to the protection of groundwater when the active
substance is applied in regions with vulnerable soil and/or climatic conditions.
Risk mitigation measures should be applied, where appropriate.

48

Beta-cyfluthrin

CAS No 68359-37-5
(unstated stereo-
chemistry)

CIPAC No 482

(1RS,3RS;1RS,3SR)-
3- (2,2-dich-
lorovinyl)-2,2-
dimethylcyclopro-
panecarboxylic acid
(SR)-a-cyano- (4-
fluoro-3-phenoxy-
phenyl)methyl ester

965 gke

1 January
2004

31 December
2013

Only use as insecticide may be authorised

Uses other than ornamental in greenhouses and seed treatment are currently
not adequately supported and have not shown to be acceptable under the
criteria required by Annex VI. To support authorisations for such uses,
data and information to prove their acceptability to human consumers and
the environment will have to be generated and submitted to the Member
States. This will be the case in particular for data to assess in all detail the
risks of outdoor foliar uses and the dietary risks of foliar treatment in edible
Ccrops.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on beta-cyfluthrin, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 3 December 2002 shall be taken into
account. In this overall assessment:

Member States must pay particular attention to the protection of non-target

arthropods. Conditions of authorisation should include adequate risk miti-
gation measures.
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49 | Cyfluthrin (RS),-a-cyano-4- 920 g/kg 1 January 31 December |Only use as insecticide may be authorised
CAS No 68359-37-5 | fluoro-3-phenoxy- 2004 2013 Uses other than ornamental in greenhouses and seed treatment are currently
(unstated stereo- | benzyl- not adequately supported and have not shown to be acceptable under the
chemistry) (1RS,3R§;1RS,3SR)- criteria required by Annex VI. To support authorisations for such uses,
CIPAC No 385 3-(2,2.-d1ch- ) data and information to prove their acceptability to human consumers and
lorovinyl)-2,2-dime- the environment will have to be generated and submitted to the Member
thycyclopropanecar- States. This will be the case in particular for data to assess in all detail the
boxylate risks of outdoor foliar uses and the dietary risks of foliar treatment in edible
crops.
For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on cyfluthrin, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 3 December 2002 shall be taken into account. In this
overall assessment:
Member States must pay particular attention to the protection of non-target
arthropods. Conditions of authorisation should include adequate risk miti-
gation measures.
VM146
50 | Iprodione 3-(3,5-dich- 960 g/kg 1 January 31 December [Only uses as fungicide and nematicide may be authorised.
lorophenyl)-Niso- 2004 2013

CAS No 36734-19-7
CIPAC No 278

propyl-2,4-dioxo-
imidazolidine-1-
carboximide

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on iprodione, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 3 December 2002 shall be taken into account. In this
overall assessment, Member States:

— should pay particular attention to the potential for groundwater contami-
nation when the active substance is applied at high use rates (in particular
use in turf) on acidic soils (pH below 6) under vulnerable climatic
conditions,

— must carefully consider the risk to aquatic invertebrates if the active
substance is applied directly adjacent to surface waters. Risk mitigation
measures should be applied, where appropriate.
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51 | Linuron 3-(3.4-dich- 900 g/kg 1 January 31 December |Only use as herbicide may be authorised
CAS No 330-55-2 lorophenyl)-1- 2004 2013 For the implementation of the uniform principles of Annex VI, the
CIPAC No 76 methoxy-1- conclusions of the review report on linuron, and in particular Appendices I
methylurea and II thereof, as finalised in the Standing Committee on the Food Chain and

Animal Health on 3 December 2002 shall be taken into account. In this

overall assessment Member States:

— must pay particular attention to the protection of wild mammals, non-
target arthropods and aquatic organisms. Conditions of authorisation
should include risk mitigation measures, where appropriate,

— must pay particular attention to the protection of operators.

52 | Maleic hydrazide 6-hydroxy-2H- 940 g/kg 1 January 31 December |Only use as growth regulator may be authorised

CAS No 123-33-1 pyridazin-3-one The active 2004 2013 For the implementation of the uniform principles of Annex VI, the

CIPAC No 310 substance shall conclusions of the review report on maleic hydrazide, and in particular
comply with Appendices I and II thereof, as finalised in the Standing Committee on the
Council Directive Food Chain and Animal Health on 3 December 2002 shall be taken into
79/117/EEC (%), account. In this overall assessment Member States:
as amended by — must pay particular attention to the protection of non-target arthropods
Council Directive and must ensure that the conditions of authorisation include risk miti-
90/533/EEC (). gation measures, where appropriate,

— must pay particular attention to the potential for groundwater contami-
nation, when the active substance is applied in regions with vulnerable
soil and/or climatic conditions. Risk mitigation measures should be
applied, where appropriate.

53 | Pendimethalin N-(1-ethylpropyl)- 900 g/kg 1 January 31 December |Only use as herbicide may be authorised
CAS No 40487-42-1 2,6-dinitro-3,4- 2004 2013

CIPAC No 357

xylidene

For the implementation of the uniform principles of Annex VI, the

conclusions of the review report on pendimethalin, and in particular

Appendices I and II thereof, as finalised in the Standing Committee on the

Food Chain and Animal Health 3 December 2002 shall be taken into account.

In this overall assessment Member States:

— must pay particular attention to the protection of aquatic organisms and
non-target terrestrial plants. Conditions of authorisation must include risk
mitigation measures, where appropriate,

— must pay particular attention to the possibility of short-range transport of
the active substance in air.
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54 | Propineb Polymeric zinc 1,2- | The technical | 1 April 2004 |31 March 2014 [Only uses as fungicide may be authorised

CAS No: propylenebis(dithioc- | active  substance For the implementation of the uniform principles of Annex VI, the
12071-83-9 (monomer), arbamate) shpuld comply conclusions of the review report on propineb, and in particular Appendices
9016-72-2 (homo- Wlth_ th? FAO I and II thereto, as finalised in the Standing Committee on the Food Chain
olymer) specification and Animal Health on 26 February 2003 shall be taken into account. In this

I()IH?]AC No: overall assessment:
o — Member States should pay particular attention to the potential for ground
177 water contamination when the active substance is applied in regions with

vulnerable soils and/or extreme climatic conditions

— Member States should pay particular attention to the protection of small
mammals, aquatic organisms and non-target arthropods. Conditions of
authorisation should include risk mitigation measures, where appropriate

— Member States should observe the acute dietary exposure situation of
consumers in view of future revisions of maximum residue levels

55 | Propyzamide 3,5-dichloro-N-(1,1- | 920 g/kg 1 April 2004 |31 March 2014 [Only uses as herbicide may be authorised
CAS No: d1methyl-prop-2- For the implementation of the uniform principles of Annex VI, the
23950-58-5 ynyl)benzamide conclusions of the review report on propyzamide, and in particular
CIPAC No: Appendices I and II thereof, as finalised in the Standing Committee on
’ Plant Health 26 February 2003 shall be taken into account. In this overall
315 assessment, Member States:

— must pay particular attention to the protection of operators and must
ensure that conditions of authorisation include risk mitigation measures,
where appropriate

— must pay particular attention to the protection of birds and wild mammals
in particular if the substance is applied during the breeding season.
Conditions of authorisation should include risk mitigation measures,
where appropriate

V¥V M44
56 | Mecoprop (RS)-2-(4-chloro-o- 930 g/kg 1 June 2004 | 31 May 2014 [Only uses as herbicide may be authorised.
CAS No 7085-19-0 toliyloxy)-proplomc For the implementation of the uniform principles of Annex VI, the
CIPAC No 51 acid conclusions of the review report on mecoprop, and in particular Appendices

I and II thereof, as finalised in the Standing Committee on the Food
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Chain and Animal Health on 15 April 2003 shall be taken into account. In
this overall assessment:

— Member States should pay particular attention to the potential for
groundwater contamination, when the active substance is applied in
regions with vulnerable soil and/or climatic conditions. Conditions of
authorisation should include risk mitigation measures, where appropriate,

— Member States should pay particular attention to the protection of non-
target arthropods. Risk mitigation measures should be applied, where
appropriate.

57

Mecoprop-P
CAS No 16484-77-8
CIPAC No 475

(R)-2-(4-chloro-o-
tolyloxy)-propionic
acid

860 g/kg

1 June 2004

31 May 2014

Only uses as herbicide may be authorised.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on mecoprop-P, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 15 April 2003 shall be taken into account. In this
overall assessment:

— Member States should pay particular attention to the potential for
groundwater contamination, when the active substance is applied in
regions with vulnerable soil and/or climatic conditions. Conditions of
authorisation should include risk mitigation measures, where appropriate.

58

Propiconazole
CAS No 60207-90-1
CIPAC No 408

(+)-1-[2-(2,4-dich-
lorophenyl)-4-propyl-
1,3-dioxolan-2-
ylmethyl]-1H-1,2,4-
triazole

920 g/kg

1 June 2004

31 May 2014

Only uses as fungicide may be authorised.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on propiconazole, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 15 April 2003 shall be taken into account.
In this overall assessment:

— Member States should pay particular attention to the protection of non-
target arthropods and aquatic organisms. Conditions of authorisation
should include risk mitigation measures, where appropriate,

— Member States should pay particular attention to the protection of soil
organisms for applications rates exceeding 625 g a.i./ha (e.g. uses in
lawn). Conditions of authorisation should include risk mitigation
measures (e.g. spotwise application scheme), where appropriate.
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Common name, identifi-

Expiration of

Number cation numbers IUPAC name Purity () Entry into force inclusion Specific provisions
59 | Trifloxystrobin Methyl (E)- | 960 g/kg 1 October 30 September |Only use as fungicide may be authorised.
CAS No 141517-21-7 methoxyimino- {(E)- 2003 2013 For the implementation of the uniform principles of Annex VI, the
CIPAC No 617 a-.[l-a-(a,a,a- conclusions of the review report on trifloxystrobin, and in particular
trlﬂuoro—m— ) Appendices I and II thereof, as finalised in the Standing Committee on the
tolyl)ethylideneami- Food Chain and Animal Health on 15 April 2003 shall be taken into account.
nooxyl]-o- In this overall assessment:
tolyl}acetate — Member States should pay particular attention to the protection of
groundwater, when the active substance is applied in regions with
vulnerable soil and/or climate conditions.
Risk mitigation measures should be applied and/or monitoring programs may
be initiated where appropriate.
60 | Carfentrazone ethyl Ethyl (RS)-2-chloro- [ 900 g/kg 1 October 30 September |Only use as herbicide may be authorised.
CAS No 128639-02.1 3.—[2—chloro—5—(4— 2003 2013 For the implementation of the uniform principles of Annex VI, the
CIPAC No 587 d}ﬂuoromethyl—4,5— conclusions of the review report on carfentrazone-ethyl, and in particular
dihydro-3-methyl- Appendices I and II thereof, as finalised in the Standing Committee on the
59X0‘1H 1,2,4- Food Chain and Animal Health on 15 April 2003 shall be taken into account.
tr1azol—1—y1)—4.—ﬂuor— In this overall assessment:
ophenyl]propionate — Member States should pay particular attention to the protection of
groundwater, when the active substance is applied in regions with
vulnerable soil and/or climate conditions.
Risk mitigation measures should be applied where appropriate.
61 | Mesotrione 2-(4-mesyl-2-nitro- 920 g/kg 1 October 30 September |Only use as herbicide may be authorised.
CAS No 104206-8 benzoyl) cyclo- | The manufac- 2003 2013 For the implementation of the uniform principles of Annex VI, the

CIPAC No 625

hexane -1,3-dione

turing impurity 1-
cyano-6-(methyl-
sulfonyl)-7-nitro-
9H-xanthen-9-one
is considered to
be of toxico-
logical ~ concern
and must remain
below 0,0002 %
(w/w) in  the
technical product.

conclusions of the review report on mesotrione, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 15 April 2003 shall be taken into account.
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62 | Fenamidone (S)-5-methyl-2- 975 g/kg 1 October 30 September |Only use as fungicide may be authorised.

CAS No 161326-34-7 methylthio-ﬁ-phenyl- 2003 2013 For the implementation of the uniform principles of Annex VI, the
3-phenylamino-3,5- conclusions of the review report on fenamidone, and in particular Appendices

CIPAC No 650 . o
dihydroimidazol-4- I and II thereof, as finalised in the Standing Committee on the Food Chain
one and Animal Health on 15 April 2003 shall be taken into account. In this

overall assessment Member States:

— should pay particular attention to the protection of groundwater, when the
active substance is applied in regions with vulnerable soil and/or climate
conditions,

— should pay particular attention to the protection of non-target arthropods,

— should pay particular attention to the protection of aquatic organisms.

Risk mitigation measures should be applied where appropriate.

63 | Isoxaflutole 5-cyclopropyl-4-(2- 950 g/kg 1 October 30 September |Only use as herbicide may be authorised.
CAS No 141112-29-0 methylsulfonyl—4— 2003 2013 For the implementation of the uniform principles of Annex VI, the
CIPAC No 575 trlﬂuoromethyl- conclusions of the review report on isoxaflutole, and in particular Appendices
benzoyl) isoxazole I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 15 April 2003 shall be taken into account. In this
overall assessment Member States:

— must pay particular attention to the protection of groundwater, when the
active substance is applied in regions with vulnerable soil and/or climate
conditions. Risk mitigation measures or monitoring programs should be
applied where appropriate.

V M48
64 | Flurtamone (RS)-5-methylamino- | 960 g/kg 1 January 31 December [Only uses as herbicide may be authorised.
CAS No 96525-23-4 2-phenyl-4-(a,a,a- 2004 2013

trifluoro-m-tolyl)
furan-3 (2H)-one

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on flurtamone, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 4 July 2003 shall be taken into account. In this overall
assessment Member States:
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— should pay particular attention to the protection of groundwater, when the
active substance is applied in regions with vulnerable soil and/or climate
conditions,

— should pay particular attention to the protection of algae and other
aquatic plants.

Risk mitigation measures should be applied where appropriate.

65

Flufenacet
CAS No 142459-58-3
CIPAC No 588

4'-fluoro-N-
isopropyl-2-[5-(triflu-
oromethyl)-1,3,4-
thiadiazol-2-
yloxy]Jacetanilide

950 g/kg

1 January
2004

31 December
2013

Only uses as herbicide may be authorised.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on flufenacet, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 4 July 2003 shall be taken into account. In this overall
assessment Member States:

— should pay particular attention to the protection of groundwater, when the
active substance is applied in regions with vulnerable soil and/or climate
conditions,

— should pay particular attention to the protection of algae and aquatic
plants,

— should pay particular attention to the protection of operators.
Risk mitigation measures should be applied where appropriate.

66

Todosulfuron

CAS No 185119-76-0
(parent)

144550-36-7 (iodo-
sulfuron-methyl-sodium)
CIPAC No 634 (parent)

634.501 (iodosulfuron-
methyl-sodium)

4-iodo-2-[3-(4-
methoxy-6-methyl-
1,3,5-triazin-2-yl)-
ureido-
sulfonyl]benzoate

910 g/kg

1 January
2004

31 December
2013

Only uses as herbicide may be authorised.

For the implementation of the uniform principles of Annex VI, the

conclusions of the review report on iodosulfuron, and in particular

Appendices I and II thereof, as finalised in the Standing Committee on the

Food Chain and Animal Health on 4 July 2003 shall be taken into account. In

this overall assessment Member States:

— should pay particular attention to the potential of iodosulfuron and its
metabolites for groundwater contamination, when the active substance is
applied in regions with vulnerable soil and/or climate conditions,

— should pay particular attention to the protection of aquatic plants.

Risk mitigation measures should be applied where appropriate.
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Number cation numbers IUPAC name Purity () Entry into force inclusion Specific provisions
67 | Dimethenamid-p S-2-chloro-N-(2,4- 890 g/kg 1 January 31 December [Only uses as herbicide may be authorised.
CAS No 163515-14-8 | dimethyl-3-thienyl)- | (preliminary value 2004 2013 For the implementation of the uniform principles of Annex VI, the
CIPAC No 638 N-(2-methoxy-1- based on a pilot conclusions of the review report on dimethenamid-p, and in particular
methylt?thyl)— plant) Appendices I and II thereof, as finalised in the Standing Committee on the
acetamide Food Chain and Animal Health on 4 July 2003 shall be taken into account. In
this overall assessment Member States:

— should pay particular attention to the potential of the metabolites of
dimethenamid-p for groundwater contamination, when the active
substance is applied in regions with vulnerable soil and/or climate
conditions,

— should pay particular attention to the protection of aquatic ecosystems,
especially of aquatic plants.

Risk mitigation measures should be applied where appropriate.

The Member States shall inform the Commission in accordance with

Article 13(5) on the specification of the technical material as commercially

manufactured.

68 | Picoxystrobin Methyl (E)-3- 950 g/kg 1 January 31 December [Only uses as fungicide may be authorised.
CAS No 117428-22-5 methoxy-2-{2-[6- (preliminary value 2004 2013

CIPAC No 628

(trifluoromethyl) -2-
pyridyloxy-
methyl]phenyl}
acrylate

based on a pilot
plant)

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on picoxystrobin, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 4 July 2003 shall be taken into account. In
this overall assessment Member States:

— should pay particular attention to the protection of groundwater, when the
active substance is applied in regions with vulnerable soil and/or climate
conditions,

— should pay particular attention to the protection of soil organisms,
— should pay particular attention to the protection of aquatic ecosystems.
Risk mitigation measures should be applied where appropriate.

The Member States shall inform the Commission in accordance with
Article 13(5) on the specification of the technical material as commercially
manufactured.
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69

Fosthiazate
CAS No 98886-44-3
CIPAC No 585

(RS)-S-sec-butyl O-
ethyl 2-oxo-1,3-thia-
zolidin-3-ylphospho-
nothioate

930 g/kg

1 January
2004

31 December
2013

Only uses as insecticide or nematicide may be authorised.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on fosthiazate, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 4 July 2003 shall be taken into account. In this overall
assessment Member States

— should pay particular attention to the protection of groundwater, when the
active substance is applied in regions with vulnerable soil and/or climate
conditions;

— should pay particular attention to the protection of birds and wild
mammals in particular if the substance is applied during the breeding
season;

— should pay particular attention to the protection of non-target soil
organisms.

Risk mitigation measures should be applied where appropriate. In order to
mitigate the potential risk to small birds, product authorisations must require
that a very high level of incorporation of granules into soil is achieved.
The Member States shall inform the Commission in accordance with
Article 13(5) on the specification of the technical material as commercially
manufactured.

70

Silthiofam
CAS No 175217-20-6
CIPAC No 635

IN-allyl-4,5-dimethyl-2-
(trimethylsilyl)thiophe-
Ine-3-carboxamide

950 g/kg

1 January
2004

31 December
2013

Only uses as fungicide may be authorised.

Uses other than seed treatments are currently not adequately supported by
data. To support authorisations for such uses, data and information to prove
their acceptability for consumers, operators and the environment will have to
be generated and submitted to the Member States.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on silthiofam, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 4 July 2003 shall be taken into account. In this overall
assessment Member States must pay particular attention to the protection of
operators. Risk mitigation measures must be applied, where appropriate.
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71 | Coniothyrium minitans | Not applicable For details on 1 January 31 December |Only uses as fungicide may be authorised.
Strain ~ CON/M/91-08 purity a.nd 2004 2013 When granting authorisations, the conclusions of the review report on Conio-
(DSM 9660) productlpn control thyrium minitans, and in particular Appendices I and II thereof, as finalised in
CIPAC No 614 see Review the Standing Committee on the Food Chain and Animal Health on 4 July
Report 2003 shall be taken into account.

In this overall assessment:

— Member States must pay particular attention to the operator and worker
safety and must ensure that the conditions of authorisation include appro-
priate protective measures.

V¥ M46
72 | Molinate S-ethyl  azepane-1- | 950 g/kg 1 August 31 July 2014 [Only uses as herbicide may be authorised.

CAS No 2212-67-1 carbothioate; 2004 For the implementation of the uniform principles of Annex VI, the
CIPAC No 235 S-ethyl perhydro- conclusions of the review report on molinate, and in particular Appendices
azepine-1-carbo- I and II thereof, as finalised in the Standing Committee on the Food Chain
thioate; and Animal Health on 4 July 2003 shall be taken into account. In this overall

S-ethyl perhydro- assessment:
azepine-1-thiocar- — Member States should pay particular attention to the potential for
boxilate groundwater contamination, when the active substance is applied in
regions with vulnerable soil and/or climatic conditions. Conditions of
authorisation should include risk mitigation measures, where appropriate,

— Member States should pay particular attention to the possibility of short-
range transport of the active substance in air.

73 | Thiram tetramethylthiuram 960 g/kg 1 August 31 July 2014 |Only uses as fungicide or as repellent may be authorised.
CAS No 137-26-8 disulfide; 2004 For the implementation of the uniform principles of Annex VI, the
CIPAC No 24 bis  (dimethylthioc- conclusions of the review report on thiram, and in particular Appendices I

arbamoyl)-disulfide

and II thereof, as finalised in the Standing Committee on the Food Chain and
Animal Health on 4 July 2003 shall be taken into account. In this overall
assessment:

— Member States should pay particular attention to the protection of aquatic
organisms. Risk mitigation measures should be applied, where appro-
priate,

— Member States should pay particular attention to the protection of small
mammals and birds when the substance is used as a seed treatment in
spring uses. Risk mitigation measures should be applied, where appro-
priate.
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74 | Ziram Zinc bis (dimethyl- | 950 g/kg (FAO- 1 August 31 July 2014 |Only uses as fungicide or as repellent may be authorised.
CAS No 137-30-4 dithiocarbamate) specification) 2004 For the implementation of the uniform principles of Annex VI, the
CIPAC No 31 Arsenic: conclusions of the review report on ziram, and in particular Appendices I
maximum and II thereof, as finalised in the Standing Committee on the Food Chain and

250 mg/kg Animal Health on 4 July 2003 shall be taken into account. In this overall

Water: maximum assessment:

1,5 % — Member States should pay particular attention to the protection of non-
target arthropods and aquatic organisms. Risk mitigation measures should
be applied, where appropriate,

— Member States should observe the acute dietary exposure situation of
consumers in view of future revisions of Maximum Residue Levels.
yM49
75 | Paraquat 1,1'-dimethyl-4,4'- 500 g/1 1 November 31 October |Only uses as herbicide may be authorised.
CAS No 4685-14-7 bipyridinium (expressed as 2004 2014 The following uses must not be authorised:
CIPAC No 56 paraquat dich- — knapsack and handheld applications in home gardening, neither by
loride) amateur nor by professional users,

— use via broadcast air-assisted application equipment,
— ultra low volume applications.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on paraquat, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 3 October 2003, shall be taken into account. In this
overall assessment Member States must pay particular attention to the
protection of:

— operators, in particular for knapsack and handheld applications,

— ground-nesting birds. Where use scenarios indicate the potential for
exposure of eggs a risk assessment should be conducted and, where
appropriate, risk mitigation applied,

— aquatic organisms. Conditions of authorisation should include risk-miti-
gation measures, where appropriate,

— hares. Where use scenarios indicate the potential for exposure of hares, a
risk assessment should be conducted and, where appropriate, risk miti-
gation applied.
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Member States shall ensure that the authorisation holders report at the latest
on 31 March each year until 2008 on incidences of operator health problems
and impact on hares in one or more representative areas of use, which should
be supplemented by sales data and a survey of use patterns, so that a realistic
picture of the toxicological and ecological impact of paraquat can be
obtained.

Member States must ensure that technical concentrates shall contain an
effective emetic. Liquid formulations shall contain an effective emetic,
blue/green colorants and stenching or other olfactory alerting agent or
agents. Other safeners, such as thickeners, may also be included.

In doing so they shall take account of the FAO specification.

76

Mesosulfuron
CAS No 400852-66-6
CIPAC No 441

2-[(4,6-dimethoxy-
pyrimidin-2-ylcar-
bamoyl)sulfamoyl]-
o-(methanesul-
fonamido)-p-toluic

acid

930 g/kg

1 April 2004

31 March 2014

Only use as herbicide may be authorised.

For the implementation of the uniform principles of Annex VI, the

conclusions of the review report on mesosulfuron, and in particular

Appendices 1 and II thereof, as finalised in the Standing Committee on the

Food Chain and Animal Health on 3 October 2003 shall be taken into

account. In this overall assessment Member States:

— should pay particular attention to the protection of aquatic plants;

— should pay particular attention to the potential of mesosulfuron and its
metabolites for groundwater contamination, when the active substance is
applied in regions with vulnerable soil and/or climate conditions.

Risk mitigation measures should be applied where appropriate.

77

Propoxycarbazone
CAS No 145026-81-9
CIPAC No 655

2-(4,

5-dihydro-4-

methyl-5-0x0-3-
propoxy-1H-1,2,4-
triazol-1-yl) carboxa-
midosulfonylben-
zoicacid-methylester

> 950
(expressed
propoxy-
carbazone-
sodium)

g/kg
as

1 April 2004

31 March 2014

Only uses as herbicide may be authorised.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on propoxycarbazone, and in particular
Appendices I and II thereto, as finalised in the Standing Committee on the
Food Chain and Animal Health on 3 October 2003 shall be taken into
account. In this overall assessment Member States
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— should pay particular attention to the potential of propoxycarbazone and
its metabolites for groundwater contamination, when the active substance
is applied in regions with vulnerable soil and/or climate conditions,

— should pay particular attention to the protection of aquatic ecosystems,
especially of aquatic plants.

Risk mitigation measures should be applied where appropriate.

VM50

78

Zoxamide
CAS No 156052-68-5
CIPAC No 640

(RS)-3,5-Dichloro-N-
(3-chloro-1-ethyl-1-
methylacetonyl)-p-
toluamide

950 g/kg

1 April 2004

31 March 2014

Only use as fungicide may be authorised.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on zoxamide, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 3 October 2003 shall be taken into account.

VM51

79

Chlorpropham
CAS No 101-21-3
CIPAC No 43

Isopropyl  3-chloro-
phenylcarbamate

975 g/kg

1 February
2005

31 January
2015

Only uses as herbicide and sprout suppression may be authorised.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on chlorpropham, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 28 November 2003 shall be taken into
account. In this overall assessment Member States should pay particular
attention to the protection of operators, consumers and non-target arthropods.
Conditions of authorisation should include risk mitigation measures, where
appropriate.

VM52

80

Benzoic acid
CAS No 65-85-0
CIPAC No 622

benzoic acid

990 g/kg

1 June 2004

31 May 2014

Only uses as disinfectant may be authorised.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on benzoic acid, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 28 November 2003 shall be taken into
account.
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81 | Flazasulfuron 1-(4,6-dimethoxy- 940 g/kg 1 June 2004 | 31 May 2014 [Only uses as herbicide may be authorised.
CAS No 104040-78-0 pyrimidin-Z-yl)-B-(} For the implementation of the uniform principles of Annex VI, the
CIPAC No 595 trlﬂuoromethyl-Z- conclusions of the review report on flazasulfuron, and in particular
pyridylsulphonyl) Appendices 1 and II thereto, as finalised in the Standing Committee on the
urea Food Chain and Animal Health on 28 November 2003 shall be taken into
account. In this overall assessment Member States
— should pay particular attention to the potential for groundwater contami-
nation, when the active substance is applied in regions with vulnerable
soil and/or climate conditions,
— should pay particular attention to the protection of aquatic plants.
Risk mitigation measures should be applied where appropriate.
The Member States shall inform the Commission in accordance with
Article 13(5) on the specification of the technical material as commercially
manufactured.
YMiis
82 | Pyraclostrobin methyl N-(2-{[1-(4-| 975 g/kg 1 June 2004 | 31 May 2014 |Only uses as fungicide or plant growth regulator may be authorised.
CAS No 175013-18-0 chlorophenyl)-1H- The manufac- For the implementation of the uniform principles of Annex VI, the
CIPAC No 657 pyrazol-3- turing impurity conclusions of the review report on pyraclostrobin, and in particular
ylJoxymethyl}phenyl) dimethyl sulfate Appendices I and II thereof, as finalised in the Standing Committee on the
N-methoxy carbamate (DMS) is Food Chain and Animal Health on 28 November 2003 shall be taken into
condidered to be account. In this overall assessment Member States
of toxicological — should pay particular attention to the protection of aquatic organisms,
concern and must especially fish,
not exceed a . . . .
. — should pay particular attention to the protection of terrestrial arthropods
concentration of and earthworms
0,0001 % in the . . ’ . .
technical product. Risk mitigation measures should be applied where appropriate.
The Member States shall inform the Commission in accordance with
Article 13(5) on the specification of the technical material as commercially
manufactured.
VM54
83 | Quinoxyfen 5, 7-dichloro-4 970 g/kg 1 September 31 August |[Only uses as fungicide may be authorised.
CAS No 124495-18-7 2004 2014

CIPAC No 566

(p-fluorophenoxy)
quinoline

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on quinoxyfen, and in particular Appendices
I and II thereto, as finalised in the Standing Committee on the Food
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Number cation numbers IUPAC name Purity () Entry into force inclusion Specific provisions
Chain and Animal Health on 28 November 2003, shall be taken into account.
Member States should pay particular attention to the protection of aquatic
organisms. Risk mitigation measures must be applied and monitoring
programmes must be initiated in vulnerable zones where appropriate.
84 | Alpha-cypermethrin Racemate comprising | 930 g/kg CIS-2 1 March 2005 | 28 February [Only uses as insecticide may be authorised.
2015
CAS No 67375-30-8 (S)-a- cyano-3 phen- For the implementation of the uniform principles of Annex VI, the
oxybenzyl-(1R)-cis- conclusions of the review report on alpha-cypermethrin, and in particular
CIPAC No 3-(2,2-dich- Appendices I and II thereof, as finalised in the Standing Committee on the
lorovinyl)-2,2- Food Chain and Animal Health on 13 February 2004 shall be taken into
dimethylcyclo- account. In this overall assessment:
propane carboxylate
— Member States must pay particular attention to the protection of aquatic
and organisms, bees and non-target arthropods and must ensure that the
conditions of authorisation include risk mitigation measures.
(R)-a- cyano-3 phen-
oxybenzyl-(1S)-cis- — Member States must pay particular attention to the operator safety and
3-(2,2-dich- must ensure that the conditions of authorisation include appropriate
lorovinyl)-2,2- protective measures.
dimethylcyclo-
propane carboxylate
(= cis-2 isomer pair
of cypermethrin)
85 | Benalaxyl Methyl N-pheny- | 960 g/kg 1 March 2005 | 28 February [Only uses as fungicide may be authorised.
lacetyl-N-2, 2015
CAS No 71626-11-4 6—xylyl-DL- For the implementation of the uniform principles of Annex VI, the
alaninate conclusions of the review report on benalaxyl, and in particular Appendices

CIPAC No 416

I and II thereto, as finalised in the Standing Committee on the Food Chain
and Animal Health on 13 February 2004 shall be taken into account. In this
overall assessment Member States should pay particular attention to the
potential for groundwater contamination, when the active substance is
applied in regions with vulnerable soil and/or climatic conditions. Conditions
of authorisation should include risk mitigation measures, where appropriate.

I[102°80°T0 — NA — ¥I¥0TI661

100°0€0

6S



V¥ MS53

Common name, identifi-

Expiration of
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86 | Bromoxynil 3,5 dibromo - 4-]970 g/kg 1 March 2005 | 28 February |Only uses as herbicide may be authorised.
hydroxybenzonitrile 2015
CAS No 1689-84-5 For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on bromoxynil, and in particular Appendices
CIPAC No 87 I and II thereto, as finalised in the Standing Committee on the Food Chain
and Animal Health on 13 February 2004 shall be taken into account. In this
overall assessment Member States must pay particular attention to the
protection of birds and wild mammals, in particular if the substance is
applied in winter, and of aquatic organisms. Conditions of authorisation
should include risk mitigation measures, where appropriate.
87 | Desmedipham ethyl 3'-phenylcarba- [ Min. 970 g/kg 1 March 2005 | 28 February |Only uses as herbicide may be authorised.
moyloxycarbanilate 2015
CAS No 13684-56-5 For the implementation of the uniform principles of Annex VI, the
ethyl 3-phenylcarba- conclusions of the review report on desmedipham, and in particular
CIPAC No 477 moyloxyphenylcar- Appendices I and II thereto, as finalised in the Standing Committee on the
bamate Food Chain and Animal Health on 13 February 2004 shall be taken into
account. In this overall assessment Member States should pay particular
attention to the protection of aquatic organisms and earthworms. Risk miti-
gation measures should be applied if appropriate
88 | Toxynil 4- hydroxy- 3,5- di- | 960 g/kg 1 March 2005 | 28 February |Only uses as herbicide may be authorised.
iodobenzonitrile 2015

CAS No 13684-83-4

CIPAC No 86

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on ioxynil, and in particular Appendices I
and II thereto, as finalised in the Standing Committee on the Food Chain and
Animal Health on 13 February 2004 shall be taken into account. In this
overall assessment Member States must pay particular attention to the
protection of birds and wild mammals in particular if the substance is
applied in winter and to aquatic organisms. Conditions of authorisation
should include risk mitigation measures, where appropriate.
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89 | Phenmedipham methyl 3-(3-methyl- [ Min. 970 g/kg 1 March 2005 | 28 February |Only uses as herbicide may be authorised.
carbaniloyloxy)carb- 2015
CAS No 13684-63-4 anilate; For the implementation of the uniform principles of Annex VI, the

conclusions of the review report on phenmedipham, and in particular

CIPAC No 77 3-methoxycarbony- Appendices I and II thereto, as finalised in the Standing Committee on the
laminophenyl 3 Food Chain and Animal Health on 13 February 2004 shall be taken into
methylcarbanilate account. In this overall assessment Member States should pay particular

attention to the protection of aquatic organisms. Conditions of authorisation
should include risk mitigation measures, where appropriate.
90 | Pseudomonas  chloro- | Not applicable The amount of the 1 October 30 September [Only uses as fungicide for seed dressing in closed seed dressing machinery
raphis secondary  meta- 2004 2014 may be authorised.
bolite 2,3-

Strain: MA 342 deepoxy-2,3- When granting authorisations, the conclusions of the review report on Pseu-

didehydro- domonas chlororaphis, and in particular Appendices I and II thereof, as

CIPAC No 574 rhizoxin (DDR) in finalised in the Standing Committee on the Food Chain and Animal Health

the fermentate at on 30 March 2004 shall be taken into account.
the  point  of
formulation of In this overall assessment, Member States should pay particular attention to
the product must the safety of operators and workers. Risk mitigation measures should be
not exceed the applied where appropriate.
LOQ (2 mg/l).
91 | Mepanipyrim N-(4-methyl-6-prop- | 960 g/kg 1 October 30 September |Only uses as fungicide may be authorised.
1-ynylpyrimidin-2- 2004 2014

CAS No 110235-47-7

CIPAC No 611

yl)aniline

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on mepanipyrim, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 30 March 2004 shall be taken into
account.

In this overall assessment Member States should pay particular attention to
the protection of aquatic organisms. Risk mitigation measures should be
applied where appropriate.
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92 | Acetamiprid (E)-N!'-[(6-chloro-3- | > 990 g/kg 1 January 31 December [Only uses as insecticide may be authorised.
. 2
CAS No 160430-64-8 pyrldyl)nlnethyl]-N - 2005 2014 For the implementation of the uniform principles of Annex VI, the
CIPAC No Not yet cyano-N -methyl- conclusions of the review report on Acetamiprid, and in particular
allocated acetamidine Appendices T and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 29 June 2004 shall be taken into account.
In this overall assessment Member States
— should pay particular attention to worker exposure,
— should pay particular attention to the protection of aquatic organisms.
Risk mitigation measures should be applied where appropriate.
93 | Thiacloprid (Z)-N-{3-[(6-Chloro- | > 975 g/kg 1 January 31 December [Only uses as insecticide may be authorised.
3-pyridinyl)methyl]- 2005 2014

CAS No 111988-49-9
CIPAC No 631

1,3-thiazolan-2-
yliden}cyanamide

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on Thiacloprid, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 29 June 2004 shall be taken into account.

In this overall assessment Member States
— should pay particular attention to the protection of non-target arthropods,
— should pay particular attention to the protection of aquatic organisms,

— should pay particular attention to the potential for groundwater contami-
nation, when the active substance is applied in regions with vulnerable
soil and/or climatic conditions.

Risk mitigation measures should be applied where appropriate.

94

Ampelomyces quisqualis
Strain: AQ 10

Culture collection No
CNCM 1-807

CIPAC No
Not allocated

Not applicable

1 April 2005

31 March 2015

Only uses as fungicide may be authorised.

When granting authorisations, the conclusions of the review report on Ampe-
lomyces quisqualis, and in particular Appendices I and II thereof, as finalised
in the Standing Committee on the Food Chain and Animal Health on
8 October 2004 shall be taken into account.
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95

Imazosulfuron
CAS No: 122548-33-8
CIPAC No: 590

1-(2-chloroi-
midazo[1,2-
a]pyridin-3-ylsul-
phonyl)-3-(4,6-dime-
thoxypyrimidin-2-
yl)urea

> 980 g/kg

1 April 2005

31 March 2015

Only uses as herbicide may be authorised.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on imazosulfuron, and in particular
Appendices 1 and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 8 October 2004 shall be taken into
account.

In this overall assessment Member States should pay particular attention to
the protection of aquatic and terrestrial non-target plants. Risk mitigation
measures should be applied where appropriate.

96

Laminarin
CAS No: 9008-22-4
CIPAC No: 671

(1—3)-B-D-glucan

(according to
IUPAC-IUB  Joint
Commission on

Biochemical Nomen-
clature)

> 860 g/kg on dry
matter

1 April 2005

31 March 2015

Only uses as elicitor of the crop's self-defence mechanisms may be auth-
orised.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on laminarin, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 8 October 2004 shall be taken into account.

97 | Methoxyfenozide N-tert-Butyl-N’-(3- > 970 g/kg 1 April 2005 |31 March 2015|Only uses as insecticide may be authorised.
CAS No: 161050-58-4 methOXy—Q-toluioyl)- For the implementation of the uniform principles of Annex VI, the
CIPAC No: 656 3,5-xylohydrazide conclusions of the review report on methoxyfenozide, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 8 October 2004 shall be taken into
account.
In this overall assessment Member States should pay particular attention to
the protection of terrestrial and aquatic non-target arthropods.
Risk mitigation measures should be applied where appropriate.
98 | S-metolachlor Mixture of: > 960 g/kg 1 April 2005 |31 March 2015 [Only uses as herbicide may be authorised.

CAS No: 87392-12-9
(S-isomer)

178961-20-1 (R-isomer)
CIPAC No: 607

(aRS, 1 S)-2-chloro-
N-(6-ethyl-o-tolyl)-
N-(2-methoxy-1-
methylethyl)acetami-
de (80-100 %)

and:

(aRS, 1 R)-2-chloro-
N-(6-ethyl-o-tolyl)-
N-(2-methoxy-1-
methylethyl)acetami-
de (20-0 %)

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on s-metolachlor, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 8 October 2004 shall be taken into
account.

In this overall assessment Member States

— should pay particular attention to the potential for groundwater contami-
nation, particularly of the active substance and its metabolites CGA
51202 and CGA 354743, when the active substance is applied in
regions with vulnerable soil and/or climatic conditions,
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— should pay particular attention to the protection of aquatic plants.
Risk mitigation measures should be applied where appropriate.
99 | Gliocladium Not applicable 1 April 2005 |31 March 2015|Only uses as fungicide may be authorised.
catenulatum When granting authorisations, the conclusions of the review report on Glio-
Strain: J1446 cladium catenulatum, and in particular Appendices 1 and II thereof, as
Culture collection No finalised in the Standing Committee on the Food Chain and Animal Health
DSM 9212 on 30 March 2004 shall be taken into account.
CIPAC No In this overall assessment, Member States should pay particular attention to
the protection of operators and workers. Risk mitigation measures should be
Not allocated . .
applied where appropriate.
100 | Etoxazole (RS)-5-tert-butyl-2- > 948 g/kg 1 June 2005 | 31 May 2015 |Only uses as acaricide may be authorised.
CAS No: 153233-91-1 [2-(2,6-difluor- For the implementation of the uniform principles of Annex VI, the
CIPAC No: 623 ophenyl)—4,5- conclusions of the review report on etoxazole, and in particular Appendices
-1,5- - an thereof, as finalised 1n the Standin ommittee on the Foo amn
dihydro-1,3-oxazol I and IT thereof, as finalised in the Standing Commi he Food Chai
4-yl] phenetole and Animal Health on 3 December 2004 shall be taken into account.
In this overall assessment Member States should pay particular attention to
the protection of aquatic organisms.
Risk mitigation measures should be applied where appropriate.
101 | Tepraloxydim (EZ)-(RS)-2-{1- > 920 g/kg 1 June 2005 | 31 May 2015 |Only uses as herbicide may be authorised.
CAS No: 149979-41-9 [(2E?-3_—chlor0ally- For the implementation of the uniform principles of Annex VI, the
CIPAC No: 608 loxyimino]propyl}-3- conclusions of the review report on tepraloxydim, and in particular
hydroxy-5-perhy- Appendices I and II thereof, as finalised in the Standing Committee on the
dropyran-4-ylcy- Food Chain and Animal Health on 3 December 2004 shall be taken into
clohex-2-en-1-one account.
In this overall assessment, Member States should pay particular attention to
the protection of terrestrial non-target arthropods.
Risk mitigation measures should be applied where appropriate.
102 | Chlorothalonil Tetrachloroisophtha- 985 g/kg 1 March 2006 | 28 February [PART A
CAS No 1897-45-6 lonitrile — Hexachloro- 2016 Only uses as fungicide may be authorised.
CIPAC No 288 benzene: not PART B
more than For the implementation of the uniform principles of Annex VI, the
0,04 g/kg :

conclusions of the review report on chlorothalonil, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
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— Decachloro-
biphenyl: not
more than
0,03 g/kg

Food Chain and Animal Health on 15 February 2005 shall be taken into
account.

In this overall assessment Members States must pay particular attention to the
protection of:

— aquatic organisms,

— groundwater, in particular with regards to the active substance and its
metabolites R417888 and R611965 (SDS46851), when the substance is
applied in regions with vulnerable soil and/or climate conditions.

Conditions of use should include risk mitigation measures, where appropriate.

103

Chlorotoluron (unstated
stereochemistry)

CAS No 15545-48-9
CIPAC No 217

3-(3-chloro-p-tolyl)-
1,1-dimethylurea

975 g/kg

1 March 2006

28 February
2016

PART A
Only uses as herbicide may be authorised
PART B

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on chlorotoluron, and in particular
Appendices | and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 15 February 2005 shall be taken into
account. In this overall assessment Member States must pay particular
attention to the protection of groundwater, when the active substance is
applied in regions with vulnerable soil and/or climate conditions. Conditions
of authorisation should include risk mitigation measures, where appropriate

104

Cypermethrin
CAS No 52315-07-8
CIPAC No 332

(RS)-a-cyano-3
phenoxybenzyl-
(1RS)-cis,  trans-3-
(2,2-dichlorovinyl)-
2,2-dimethylcyclo-
propane carboxylate
(4 isomer pairs: cis-
1, cis-2, trans-3,
trans-4)

900 g/kg

1 March 2006

28 February
2016

PART A
Only uses as insecticide may be authorised
PART B

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on cypermethrin, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 15 February 2005 shall be taken into
account. In this overall assessment

— Member States must pay particular attention to the protection of aquatic
organisms, bees and non-target arthropods. Conditions of authorisation
should include risk mitigation measures, where appropriate,

— Member States must pay particular attention to the operator safety.
Conditions of authorisation should include protective measures, where
appropriate
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105 | Daminozide N-dimethylaminosuc- | 990 g/kg 1 March 2006 | 28 February |PART A
CAS No 1596-84-5 cinamic acid Impurities: 2016 Only uses as growth regulator in non-edible crops may be authorised
CIPAC No 330 — N-nitrosodi- PART B
g;it}géirenigz; For the implementation of the uniform principles of Annex VI, the
2.0 me/k conclusions of the review report on daminozide, and in particular Appendices
’ Ag & I and II thereof, as finalised in the Standing Committee on the Food Chain
- 1’1'dm_leﬂ_lyl' and Animal Health on 15 February 2005 shall be taken into account. In this
hydrazide: overall assessment Member States must pay particular attention to the safety
not more than of operators and workers after re-entry. Conditions of authorisation should
30 mg/kg include protective measures, where appropriate
106 | Thiophanate-methyl Dimethyl 4,4°-(o- | 950 g/kg 1 March 2006 | 28 February |PART A
(unstated stereo- | phenylene)bis(3- 2016 Only uses as fungicide may be authorised
chemistry) thioallophanate)
PART B
CAS No 23564-05-8 . . . o
For the implementation of the uniform principles of Annex VI, the
CIPAC No 262 conclusions of the review report on thiophanate-methyl , and in particular
Appendices | and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 15 February 2005 shall be taken into
account. In this overall assessment Member States must pay particular
attention to the protection of aquatic organisms, earthworms and other soil
macro-organisms. Conditions of authorisation should include risk mitigation
measures, where appropriate
Y M65
107 | Tribenuron 2-[4-methoxy-6- 950 g/kg | 1 March 2006 | 28 February |PART A
CAS No 106040-48-6 | methyl-1,3,5-triazin- | (expressed as 2016 Only uses as herbicide may be authorised.
(tribenuron) 2-yl(methyl)carba- tribenuron-
moylsul- methyl) PART B

CIPAC No 546

famoyl]benzoic acid

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on tribenuron , and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 15 February 2005 shall be taken into account. In this
overall assessment Member States must pay particular attention to the
protection of non-target terrestrial plants, higher aquatic plants and
groundwater in vulnerable situations. Conditions of authorisation should
include risk mitigation measures, where appropriate.
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108 | MCPA 4-chloro-o-tolylo- > 930 g/kg 1 May 2006 | 30 April 2016 |PART A
CAS No 94-74-6 xyacetic acid Only uses as herbicide may be authorised
CIPAC No 2 PART B
For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on MCPA, and in particular Appendices 1
and II thereof, as finalised in the Standing Committee on the Food Chain and
Animal Health on 15 April 2005 shall be taken into account
Member States should pay particular attention to the potential for
groundwater contamination, when the active substance is applied in regions
with vulnerable soil and/or climatic conditions. Conditions of authorisation
should include risk mitigation measures, where appropriate
Member States must pay particular attention to the protection of aquatic
organisms and must ensure that the conditions of authorisation include risk
mitigation measures, where appropriate, such as buffer zones
109 | MCPB 4-(4-chloro-o- > 920 g/kg 1 May 2006 | 30 April 2016 |PART A
CAS No 94-81-5 tolyloxy)butyric acid Only uses as herbicide may be authorised
CIPAC No 50 PART B
For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on MCPB, and in particular Appendices 1
and II thereof, as finalised in the Standing Committee on the Food Chain and
Animal Health on 15 April 2005 shall be taken into account
Member States should pay particular attention to the potential for
groundwater contamination, when the active substance is applied in regions
with vulnerable soil and/or climatic conditions. Conditions of authorisation
should include risk mitigation measures, where appropriate
Member States must pay particular attention to the protection of aquatic
organisms and must ensure that the conditions of authorisation include risk
mitigation measures, where appropriate, such as buffer zones
VY Mo67
110 | Bifenazate Isopropyl 2-(4- | = 950 g/kg 1 December | 30 November |[PART A
CAS No 149877-41-8 methoxybiphenyl-} 2005 2015 Only uses as acaricide may be authorised.
CIPAC No 736 yhhydrazinoformate PART B

In assessing applications to authorise plant protection products containing
bifenazate for uses other than on ornamental plants in greenhouses,
Member States shall pay particular attention to the criteria in Article 4(1)(b),
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and shall ensure that any necessary data and information is provided before
such an authorization is granted.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on bifenazate, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 3 June 2005 shall be taken into account.

111 | Milbemectin M.Aj: > 950 g/kg 1 December | 30 November [PART A
. . . (10E,14E,16E,227)- 2005 2015 . . . .
Milbemectin is a Only uses as acaricide or insecticide may be authorised.

mixture of M.A; and
M.A4

CAS No
M.Az: 51596-10-2
M.A,: 51596-11-3
CIPAC No 660

(1R,4S,5°S,6R,6°R,8-
R,13R,20R,21R,24S-
)-21,24-dihydroxy-
5°,6°,11,13,22-penta-
methyl-3,7,19-trioxa-
tetracyclo[15.6.1.1%8-
020241 pentacosa-
10,14,16,22-tetracne-
6-spiro-2’-tetrahy-
dropyran-2-one

M.A4:
(10E,14E,16E,227)-
(1R,48,5°S,6R,6°R,8-
R,13R,20R,21R,24S-
)-6’-ethyl-21,24-
dihydroxy-
5°,11,13,22-tetra-
methyl-3,7,19-trioxa-
tetracyclo[15.6.1.
148020241 pentacosa-
10,14,16,22-tetracne-
6-spiro-2’-tetrahy-
dropyran-2-one

PART B

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on milbemectin, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 3 June 2005 shall be taken into account.

In this overall assessment Member States should pay particular attention to
the protection of aquatic organisms.

Risk mitigation measures should be applied where appropriate.
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112 | Chlorpyrifos 0,0-diethyl-O-3,5,6- | > 970 g/kg 1 July 2006 | 30 June 2016 |PART A
CAS No tr}ilchlogo-Z-E_yridyl The impurity Only uses as insecticide may be authorised.
2921-88-2 phosphorothioate 0.0,0,0- PART B
CIPAC No :ﬁ?ethyl For the implementation of the uniform principles of Annex VI, the
221 hl li)lpilrop- conclusions of the review report on chlorpyrifos, and in particular Appendices
é’ Sff etl ¢ I and II thereof, as finalised in the Standing Committee on the Food Chain
ioisi(é:r% Wzi and Animal Health on 3 June 2005 shall be taken into account.
toxicological Member States must pay particular attention to the protection of birds,
concern and a mammals, aquatic organisms, bees' apd non-target aﬁhrppods and must
maximum  level ensure that thq conditions of authorisation include risk mitigation measures,
of 3 gKg is where appropriate, such as buffer zones.
established. Member States shall request the submission of further studies to confirm the
risk assessment for birds and mammals. They shall ensure that the notifiers at
whose request chlorpyrifos has been included in this Annex provide such
studies to the Commission within two years from the entry into force of
this Directive.
113 | Chlorpyrifos-methyl 0,0-dimethyl-O- > 960 g/kg 1 July 2006 | 30 June 2016 |PART A
CAS No 375"?14?011101:0-2;1 The impurities Only uses as insecticide may be authorised.
_13- pyndyl — phosphoro- | 0,0,0,0-tetra-
5598-13-0 thioate methyl _ dithiopy- PART B ' . ' o
CIPAC No hosphat For the implementation of the uniform principles of Annex VI, the
486 Egﬁlf% StIe)nfp(; and conclusions of the review report on chlorpyrifos-methyl, and in particular

0OOO-trimethyl-
0-(3,5,6-trichloro-
2-pyridinyl)
diphosphorodi-
thioate (Sulfotemp
- ester) were
considered of
toxicological
concern and a
maximum  level
of 5 gKg is
established for
each impurity.

Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 3 June 2005 shall be taken into account.

Member States must pay particular attention to the protection of birds,
mammals, aquatic organisms, bees and non-target arthropods and must
ensure that the conditions of authorisation include risk mitigation measures,
where appropriate, such as buffer zones.

Member States shall request the submission of further studies to confirm the
risk assessment for birds and mammals in case of outdoor uses. They shall
ensure that the notifiers at whose request chlorpyrifos-methyl has been
included in this Annex provide such studies to the Commission within two
years from the entry into force of this Directive.
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114 | Maneb manganese ethy- | > 860 g/kg 1 July 2006 | 30 June 2016 |PART A

CAS No lenebis (dithioe- | The manufac- Only uses as fungicide may be authorised.

12427-38-2 *(’ﬂ(’jm;;’gc) turing  impurity PART B

CIPAC No Poly gthylene. thiourea For the implementation of the uniform principles of Annex VI, the
is considered to - . . . ;

61 be  of toxico- conclusions of the review report on maneb, and in particular Appendices I
logical and II thereof, as finalised in the Standing Committee on the Food Chain and
a?}gdlca musioncfllg)ri Animal Health on 3 June 2005 shall be taken into account.
exceed 0.5 % of Member States must pay particular attention to the potential for groundwater
the ’ maneb contamination when the active substance is applied in regions with vulnerable
content. soils and/or extreme climatic conditions.

Member States must pay particular attention to the residues in food and
evaluate the dietary exposure of consumers.
Member States must pay particular attention to the protection of birds,
mammals, aquatic organisms and non-target arthropods and ensure that the
conditions of authorisation include risk mitigation measures.
Member States shall request the submission of further studies to confirm the
risk assessment for birds and mammals and for developmental toxicity.
They shall ensure that the notifiers at whose request maneb has been included
in this Annex provide such studies to the Commission within two years from
the entry into force of this Directive.
115 | Mancozeb Manganese ethy- | > 800 g/kg 1 July 2006 | 30 June 2016 [PART A
CAS No lenebis (dithioc- | The manufac- Only uses as fungicide may be authorised.
8018-01-7  (formerly ?ﬂ(’)‘fmn?;e?c) complex | ing - impurity PART B
Tl X i
8065-67-5) poym P gthylene. thiourea For the implementation of the uniform principles of Annex VI, the
with zinc salt is considered to X . . . .

CIPAC No b f o toxi conclusions of the review report on mancozeb, and in particular Appendices

34 le . ? OX1c0- I and II thereof, as finalised in the Standing Committee on the Food Chain
a(;%lca musctoncigi and Animal Health on 3 June 2005 shall be taken into account.
exceed 0.5 % of Member States must pay particular attention to the potential for groundwater
the r;lancozeb contamination when the active substance is applied in regions with vulnerable
content. soils and/or extreme climatic conditions.

Member States must pay particular attention to the residues in food and
evaluate the dietary exposure of consumers.
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V Mo68

Common name, identifi-

Expiration of

Number cation numbers IUPAC name Purity () Entry into force inclusion Specific provisions
Member States must pay particular attention to the protection of birds,
mammals, aquatic organisms and non-target arthropods and ensure that the
conditions of authorisation include risk mitigation measures.
Member States shall request the submission of further studies to confirm the
risk assessment for birds and mammals and for developmental toxicity.
They shall ensure that the notifiers at whose request mancozeb has been
included in this Annex provide such studies to the Commission within two
years from the entry into force of this Directive.
116 | Metiram Zinc ammoniate > 840 g/kg 1 July 2006 | 30 June 2016 [PART A
thylenebis(dithioc- . .
CAS No zrbZn?;?e)IS(—l 10¢ The manufac- Only uses as fungicide may be authorised.
turi i it
9006-42-2 poly[ethy- wing - mpurlty PART B
PR . ethylene thiourea
lenebis(thiuramdis- . . . . . -
CIPAC No ulfide)] is considered to For the implementation of the uniform principles of Annex VI, the
478 be of toxico- conclusions of the review report on metiram, and in particular Appendices
logical ~ concern I and II thereof, as finalised in the Standing Committee on the Food Chain
and must not and Animal Health on 3 June 2005 shall be taken into account.
exceed 0,5 % of . . .
the metiram Membe_r St_ates must pay pa_rtlcular attention to t_he potent_lal for _ground water
content. contamination when the active substance is applied in regions with vulnerable

soils and/or extreme climatic conditions.

Member States must pay particular attention to the residues in food and
evaluate the dietary exposure of consumers.

Member States must pay particular attention to the protection of birds,
mammals, aquatic organisms and non target arthropods and must ensure
that the conditions of authorisation include risk mitigation measures.

Member States shall request the submission of further studies to confirm the
risk assessment for birds and mammals. They shall ensure that the notifiers at
whose request metiram has been included in this Annex provide such studies
to the Commission within two years from the entry into force of this
Directive.
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Number
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cation numbers

IUPAC name

Purity (")

Entry into force

Expiration of
inclusion

Specific provisions

117

Oxamyl
CAS No 23135-22-0
CIPAC No 342

N,N-dimethyl-2-
methylcarbamoy-
loxyimino-2-
(methylthio)
acetamide

970 g/kg

1 August
2006

31 July 2016

PART A
Only uses as nematicide and insecticide may be authorised.
PART B

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on oxamyl, and in particular Appendices I
and II thereto, as finalised in the Standing Committee on the Food Chain and
Animal Health on 15 July 2005 shall be taken into account. In this overall
assessment,

— Member States must pay particular attention to the protection of birds
and mammals, earthworms, aquatic organisms, surface water, and
groundwater in vulnerable situations.

Conditions of authorisation should include risk mitigation measures, where

appropriate.

— Member States must pay particular attention to the operator safety.
Conditions of authorisation should include protective measures, where
appropriate.

The concerned Member States shall request the submission of further studies

to confirm the risk assessment for ground water contamination in acidic soils,

birds and mammals and earthworms. They shall ensure that the notifiers at
whose request oxamyl has been included in this Annex provide such studies
to the Commission within two years from the entry into force of this

Directive.

118

1-methylcyclopropene
(an ISO Common Name
will not be considered
for this active
substance)

CAS No 3100-04-7

CIPAC No not allocated

1-methylcyclopropene

> 960 g/kg

The manufac-
turing impurities
1-chloro-2-
methylpropene
and  3-chloro-2-
methylpropene
are of toxico-
logical ~ concern
and cach of them
must not exceed
0,5 g/kg in the
technical material.

1 April 2006

31 March 2016

PART A

Only uses as plant growth regulator for post harvest storage in sealable
warehouse may be authorised.

PART B

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on 1-methylcyclopropene, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 23 September 2005 shall be taken into
account.
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Common name, identifi-

Expiration of

Number cation numbers IUPAC name Purity (") Entry into force inclusion Specific provisions
119 | Forchlorfenuron 1-(2-chloro-4- > 978 g/kg 1 April 2006 |31 March 2016 |PART A
CAS No 68157-60-8 pyridinyl)-3- Only uses as plant growth regulator may be authorised.
CIPAC No 633 phenylurea PART B
In assessing applications to authorise plant protection products containing
forchlorfenuron for uses other than in kiwi plants, Member States shall pay
particular attention to the criteria in Article 4(1)(b), and shall ensure that any
necessary data and information is provided before such an authorization is
granted.
For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on forchlorfenuron, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 23 September 2005 shall be taken into
account.
In this overall assessment Member States must pay particular attention to the
potential for groundwater contamination, when the active substance is applied
in regions with vulnerable soil and/or climatic conditions.
Risk mitigation measures should be applied where appropriate.
120 | Indoxacarb methyl (S)-N-[7- | TC (Technical | 1 April 2006 |31 March 2016 |PART A
CAS No 173584-44-6 chloro-2,3,4a,5- Material): Only uses as insecticide may be authorised.
CIPAC No 612 tetrahydro-4a- > 628 g/kg PART B
(methoxy- indoxacarb . . . L
carbonyl)indeno[ 1,2- For thg 1mp1ementat}0n of the gmform pr1nc1pl§:s of ‘ Annex VI, .the
e][1,3,4]oxadiazin-2- conclusions of the review report on mdoxe}carb, and in particular Appendlcgs
ylcarbony!]-4'~(triflu- I and II thereof, as finalised in the Standing Committee on the Food Chain
oromethoxy)carb- and Animal Health on 23 September 2005 shall be taken into account.
anilate In this overall assessment Member States must pay particular attention to the
protection of aquatic organisms.
Conditions of use should include risk mitigation measures, where appropriate.
XX | Warfarin (RS)-4-hydroxy-3-(3- | > 990 g/kg 1 October 30 September [PART A
CAS No 81-81-2 oxo-1- ) 2006 2013 Only uses as rodenticide in the form of pre-prepared bait, if appropriate,
CIPAC No 70 phenylbutyl)coumari- placed in specially constructed hoppers, are authorised.
n 3-(o-acetonyl-

benzyl)-4-hydroxy-
coumarin
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Common name, identifi-

Expiration of

Number cation numbers IUPAC name Purity () Entry into force inclusion Specific provisions

PART B
For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on warfarin, and in particular Appendices
I and II thereto, as finalised in the Standing Committee on the Food Chain
and Animal Health on 23 September 2005, shall be taken into account. In this
overall assessment Member States should pay particular attention to the
protection of operators, birds and non-target mammals.
Risk mitigation measures should be applied where appropriate.

VY M133

VYM76

123 | Clothianidin (E)-1-(2-chloro-1,3- | > 960 g/kg 1 August 31 July 2016 |»>M134 PART A
thiazol-5-ylmethyl)- 2006

CAS No 210880-92-5
CIPAC No 738

3-methyl-2-nitro-
guanidine

Only uses as insecticide may be authorised.

For the protection of non-target organisms, in particular honey bees, for use
as seed treatment:

— the seed coating shall only be performed in professional seed treatment
facilities. Those facilities must apply the best available techniques in
order to ensure that the release of dust during application to the seed,
storage, and transport can be minimised,

— adequate seed drilling equipment shall be used to ensure a high degree of
incorporation in soil, minimisation of spillage and minimisation of dust
emission.

Member States shall ensure that:

— the label of the treated seed includes the indication that the seeds were
treated with clothianidin and sets out the risk mitigation measures
provided for in the authorisation,

— the conditions of the authorisation, in particular for spray applications,
include, where appropriate, risk mitigation measures to protect honey
bees,

— monitoring programmes are initiated to verify the real exposure of honey
bees to clothianidin in areas extensively used by bees for foraging or by
beekeepers, where and as appropriate. «
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Common name, identifi-

Expiration of

Number cation numbers IUPAC name Purity () Entry into force inclusion Specific provisions

PART B

For the implementation of the uniform principles of Annex VI, the

conclusions of the review report on clothianidin, and in particular Appendices

I and II thereof, as finalised in the Standing Committee on the Food Chain

and Animal Health on 27 January 2006 shall be taken into account.

In this overall assessment Member States

— must pay particular attention to the protection of groundwater, when the
active substance is applied in regions with vulnerable soil and/or climate
conditions,

— must pay particular attention to the risk to granivorous birds and
mammals when the substance is used as a seed dressing.

Conditions of use shall include risk mitigation measures, where appropriate.

124 | Pethoxamid 2-chloro-N-(2-etho- > 940 g/kg 1 August 31 July 2016 |PART A
xyethyl)-N-(2- 2006

CAS No 106700-29-2
CIPAC No 655

methyl-1-
phenylprop-1-enyl)
acetamide

Only uses as insecticide may be authorised.
PART B

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on pethoxamid, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 27 January 2006 shall be taken into account.

In this overall assessment Member States

— must pay particular attention to the protection of groundwater, when the
active substance is applied in regions with vulnerable soil and/or climate
conditions,

— must pay particular attention to the protection of the aquatic environment,
in particular higher aquatic plants.

Conditions of use shall include risk mitigation measures, where appropriate.

The Member States shall inform the Commission in accordance with
Article 13(5) on the specification of the technical material as commercially
manufactured.
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125 | Clodinafop (R)-2-[4-(5-chloro-3- | > 950 g/kg 1 February 31 January |[PART A
CAS No 114420-56-3 ﬂuqro- 2 (expressed as 2007 2017 Only uses as herbicide may be authorised.
CIPAC No 683 pyridyloxy)- clodinafop- PART B
phenoxy]-propionic propargyl) . . . L
acid For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on clodinafop, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 27 January 2006 shall be taken into account.
126 | Pirimicarb 2-dimethylamino- > 950 g/kg 1 February 31 January |[PART A
CAS No 23103-98-2 5,6—.di1.nt.3thy1— 2007 2017 Only uses as insecticide may be authorised.
CIPAC No 231 pyrimidin-4-yl PART B
dimethylcarbamate ) ) ) o
For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on pirimicarb, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 27 January 2006 shall be taken into account.
Member States must pay particular attention to the safety of operators and
ensure that conditions of use prescribe the application of adequate personal
protective equipment.
Member States must pay particular attention to the protection of aquatic
organisms and must ensure that the conditions of authorisation include risk
mitigation measures, where appropriate, such as buffer zones.
The concerned Member States shall request the submission of further studies
to confirm the long term risk assessment for birds and for potential
groundwater contamination, in particular concerning metabolite R35140.
They shall ensure that the notifiers at whose request pirimicarb has been
included in this Annex provide such studies to the Commission within two
years from the entry into force of this Directive.
127 | Rimsulfuron 1-(4-6  dimethoxy- | > 960 g/kg 1 February 31 January |PART A
CAS No 122931-48-0 | pyrimidin-2-yl)-3-(3- | (expressed as 2007 2017 Only uses as herbicide may be authorised.
(rimsulfuron) ethylsulfonyl-2-pyri- | rimsulfuron) PART B

CIPAC No 716

dylsulfonyl) urea

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on rimsulfuron, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 27 January 2006 shall be taken into account.
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Number cation numbers IUPAC name Purity () Entry into force inclusion Specific provisions
Member States must pay particular attention to the protection of non target
plants and groundwater in vulnerable situations. Conditions of authorisation
should include risk mitigation measures, where appropriate.
128 | Tolclofos-methyl 0-2,6-dichloro-p- > 960 g/kg 1 February 31 January |PART A
CAS No 57018-04-9 tolyl  0,0-dimethyl 2007 2017 Only uses as fungicide may be authorised.
CIPAC No 479 phosphorothioate PART B
O—2ﬂ,16—1d1£h10r10—46 0 In assessing applications to authorise plant protection products containing
?e ilhpl enﬁ h ad tolclofos-methyl for uses other than pre-planting tuber (seed) treatment in
ﬂimet Yyl phosphoro- potato and soil treatment in lettuce within greenhouses, Member States
toate shall pay particular attention to the criteria in Article 4(1)(b), and shall
ensure that any necessary data and information is provided before such an
authorisation is granted.
For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on tolclofos-methyl, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 27 January 2006 shall be taken into
account.
129 | Triticonazole (£)-(E)-5-(4-chloro- > 950 g/kg 1 February 31 January |[PART A
benzylidene)-2,2- 2007 2017

CAS No 131983-72-7
CIPAC No 652

dimethyl-1-(14-
1,2,4-triazol-1-
ylmethyl)cyclo-
pentanol

Only uses as fungicide may be authorised.
PART B

In assessing applications to authorise plant protection products containing
triticonazole for uses other than seed treatment, Member States shall pay
particular attention to the criteria in Article 4(1)(b), and shall ensure that
any necessary data and information is provided before such an authorisation
is granted.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on triticonazole, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 27 January 2006 shall be taken into
account. In this overall assessment Member States:

— must pay particular attention to the operator safety. Conditions of auth-
orisation should include protective measures, where appropriate,
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Entry into force
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— must pay particular attention to the potential for groundwater contami-
nation, in particular from the highly persistent active substance and its
metabolite RPA 406341, in vulnerable zones,

— must pay particular attention to the protection of granivorous birds (long
term risk).

Conditions of authorisation should include risk mitigation measures, where
appropriate.

The concerned Member States shall request the submission of further studies
to confirm the risk assessment for granivorous birds. They shall ensure that
the notifier at whose request triticonazole has been included in this Annex
provide such studies to the Commission within two years from the entry into
force of this Directive.

129

Dimoxystrobin
CAS No 149961-52-4
CIPAC No 739

(E)-0-(2,5-dimethyl-
phenoxymethyl)-2-
methoxyimino-N-
methylphenylace-
tamide

> 980 g/kg

1 October
2006

30 September
2016

PART A

Only uses as fungicide may be authorised.

PART B

In assessing applications to authorise plant protection products containing
dimoxystrobin for indoor uses, Member States shall pay particular attention

to the criteria in Article 4(1)(b), and shall ensure that any necessary data and
information is provided before such an authorisation is granted.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on dimoxystrobin, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 27 January 2006 shall be taken into
account.

In this overall assessment Member States

— must pay particular attention to the protection of groundwater, when the
active substance is applied in a situation with a low crop interception
factor, or in regions with vulnerable soil and/or climate conditions;

— must pay particular attention to the protection of aquatic organisms.
Conditions of use shall include risk mitigation measures, where appropriate.

The concerned Member States shall request the submission of
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— a refined risk assessment for birds and mammals considering the
formulated active substance;

— a comprehensive aquatic risk assessment considering the high chronic
risk to fish and the effectiveness of potential risk mitigation measures,
particularly taking into account run-off and drainage.

They shall ensure that the notifiers at whose request dimoxystrobin has been

included in this Annex provide such studies to the Commission within two

years from the entry into force of this Directive.
131 | Clopyralid 3,6-dichloropyridine- | > 950 g/kg 1 May 2007 | 30 April 2017 |PART A
CAS No 1702-17-6 2-carboxylic acid Only uses as herbicide may be authorised.
CIPAC No 455 PART B

In assessing applications to authorise plant protection products containing
clopyralid for uses other than spring applications, Member States shall pay
particular attention to the criteria in Article 4(1)(b), and shall ensure that any
necessary data and information is provided before such an authorisation is
granted.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on clopyralid, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 4 April 2006 shall be taken into account.

In this overall assessment Member States must pay particular attention to:

— the protection of non target plants and groundwater under vulnerable
conditions. Conditions of authorisation should include risk mitigation
measures and monitoring programmes should be initiated to verify
potential groundwater contamination in vulnerable zones, where appro-
priate.

The concerned Member States shall request the submission of further studies
to confirm the results on animal metabolism. They shall ensure that the
notifiers at whose request clopyralid has been included in this Annex
provide such studies to the Commission within two years from the entry
into force of this Directive.
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132 | Cyprodinil (4-cyclopropyl-6- > 980 g/kg 1 May 2007 | 30 April 2017 [PART A
CAS No 121522-61-2 methyl-pyrimidin-2- Only uses as fungicide may be authorised.
CIPAC No 511 yl)-phenyl-amine PART B

For the implementation of the uniform principles of Annex VI, the

conclusions of the review report on cyprodinil, and in particular Appendices

I and II thereof, as finalised in the Standing Committee on the Food Chain

and Animal Health on 4 April 2006 shall be taken into account.

In this overall assessment Member States:

— must pay particular attention to the safety of operators and ensure that
conditions of wuse prescribe the application of adequate personal
protective equipment,

— must pay particular attention to the protection of birds, mammals and
aquatic organisms. Conditions of authorisation should include risk miti-
gation measures, such as buffer zones.

The concerned Member States shall request the submission of further studies

to confirm the risk assessment for birds and mammals and for possible

presence of residues of metabolite CGA 304075 in food of animal origin.

They shall ensure that the notifiers at whose request cyprodinil has been

included in this Annex provide such studies to the Commission within two

years from the entry into force of this Directive.
133 | Fosetyl Ethyl hydrogen | > 960 g/kg | 1 May 2007 | 30 April 2017 |PART A
CAS No 15845-66-6 phosphonate (expressed as Only uses as fungicide may be authorised.
CIPAC No 384 fosetyl-Al) PART B

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on fosetyl, and in particular Appendices |
and II thereof, as finalised in the Standing Committee on the Food Chain and
Animal Health on 4 April 2006 shall be taken into account.

In this overall assessment Member States:
— must pay particular attention to the protection of birds, mammals, aquatic
organisms and non-target arthropods.

Conditions of authorisation should include risk mitigation measures, where
appropriate, such as buffer zones.
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The concerned Member States shall request the submission of further studies
to confirm the risk assessment for non-target arthropods, in particular with
regard to in-field recovery, and for herbivorous mammals. They shall ensure
that the notifier at whose request fosetyl has been included in this Annex
provide such studies to the Commission within two years from the entry into
force of this Directive.

134

Trinexapac
CAS No 104273-73-6
CIPAC No 732

4-(cyclopropyl-
hydroxymethylene)-
3,5-dioxo- cyclohex-
anecarboxylic acid

> 940g/kg
(expressed as
trinexapac-ethyl)

1 May 2007

30 April 2017

PART A
Only uses as plant growth regulator may be authorised.
PART B

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on trinexapac, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 4 April 2006 shall be taken into account.

In this overall assessment Member States:

— must pay particular attention to the protection of birds and mammals.
Conditions of authorisation should include risk mitigation measures, where
appropriate.

VYM78

135

Dichlorprop-P
CAS No 15165-67-0
CIPAC No 476

(R)-2-(2,4-dichlorop-
henoxy)  propanoic
acid

> 900 g/kg

1 June 2007

31 May 2017

PART A

Only uses as herbicide may be authorised.

PART B

For the implementation of the uniform principles of Annex VI, the

conclusions of the review report on dichlorprop-P, and in particular

Appendices | and II thereof, as finalised in the Standing Committee on the

Food Chain and Animal Health on 23 May 2006 shall be taken into account.

In this overall assessment Member States:

— must pay particular attention to the protection of birds, mammals, aquatic
organisms and non-target plants. Conditions of authorisation should
include risk mitigation measures, where appropriate.

The Member States concerned shall request the submission of further studies

to confirm the results on animal metabolism and the risk assessment on acute
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and short-term exposure for birds and on acute exposure for herbivorous

mammals.

They shall ensure that the notifiers at whose request dichlorprop-P has been

included in this Annex provide such studies to the Commission within two

years of the entry into force of this Directive.
VY M102
136 | Metconazole (1RS,5RS:1RS,58R)- | > 940 g/kg 1 June 2007 | 31 May 2017 |Part A
CAS No 125116-23-6 3_54;}110:}? blerllzy]l%i (sum of cis-and Only uses as fungicide and plant growth regulator may be authorised.
(unstated sterco- | 2:2-dimethyl-1-(1H- trans-isomers)
. 1,2,4-triazol-1- Part B
chemistry) Imethyl |
CIPAC No 706 ylmethyl) cyclo- For the implementation of the uniform principles of Annex VI, the
0 pentanol conclusions of the review report on metconazole, and in particular

Appendices I and II thereof, as finalised in the Standing Committee on the

Food Chain and Animal Health on 23 May 2006 shall be taken into account.

In this overall assessment:

— Member States must pay particular attention to the protection of aquatic
organisms, birds and mammals. Conditions of authorisation should
include risk mitigation measures, where appropriate,

— Member States must pay particular attention to the operator safety.
Conditions of authorisation should include protective measures, where
appropriate.

ym7s
137 | Pyrimethanil N-(4,6-dimethyl- > 975 g/kg 1 June 2007 | 31 May 2017 |PART A
CAS No 53112-28-0 g r};irllirrlllédm'z'yl) (the manufac- Only uses as fungicide may be authorised.
CIPAC No not allocated turing  impurity PART B
cyanamide is

considered to be
of  toxicological
concern and must
not exceed

0,5 g/kg in the
technical material)

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on pyrimethanil, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 23 May 2006 shall be taken into account.

In this overall assessment Member States:

— must pay particular attention to the protection of aquatic organisms.
Conditions of authorisation should include risk mitigation measures,
where appropriate, such as buffer zones,
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— must pay particular attention to the operator safety and ensure that
conditions of wuse prescribe the application of adequate personal
protective equipment.

The Member States concerned shall request the submission of further studies
to confirm the risk assessment to fish. They shall ensure that the notifiers at
whose request pyrimethanil has been included in this Annex provide such
studies to the Commission within two years from the entry into force of this
Directive.

138

Triclopyr
CAS No 055335-06-3
CIPAC No 376

3,5,6-trichloro-2-
pyridyloxyacetic acid

> 960 g/kg

(as Triclopyr
butoxyethyl ester)

1 June 2007

31 May 2017

PART A
Only uses as herbicide may be authorised.
PART B

In assessing applications to authorise plant protection products containing
triclopyr for uses other than spring applications in pasture and grassland,
Member States shall pay particular attention to the criteria in
Article 4(1)(b), and shall ensure that any necessary data and information is
provided before such an authorisation is granted.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on triclopyr, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 23 May 2006 shall be taken into account.

In this overall assessment Member States:

— must pay particular attention to the protection of groundwater under
vulnerable conditions. Conditions of authorisation should include risk
mitigation measures and monitoring programmes should be initiated in
vulnerable zones, where appropriate,

— must pay particular attention to the safety of operators and ensure that
conditions of wuse prescribe the application of adequate personal
protective equipment,

— must pay particular attention to the protection of birds, mammals, aquatic
organisms and non-target plants. Conditions of authorisation should
include risk mitigation measures, where appropriate.
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The Member States concerned shall request the submission of further studies
to confirm the acute and long-term risk assessment for birds and mammals
and the risk to aquatic organisms from exposure to the metabolite 6-chloro-2-
pyridinol. They shall ensure that the notifiers at whose request triclopyr has
been included in this Annex provide such studies to the Commission within
two years from the entry into force of this Directive.
vM92
139 | Metrafenone 3'-bromo-2,3,4,6'- > 940 g/kg 1 February 31 January |[PART A
CAS No: 220899-03-6 | tetramethoxy-2',6- 2007 2017 Only uses as fungicide may be authorised.
CIPAC No: 752 dimethylbenzop- PART B
henone For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on metrafenone, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 14 July 2006 shall be taken into account.
The Member States shall inform the Commission in accordance with
Article 13(5) on the specification of the technical material as commercially
manufactured.
140 | Bacillus subtilis Not applicable 1 February 31 January |[PART A
(Cohn 1872) 2007 2017 Only uses as fungicide may be authorised.
Strain QST 713, PART B
identical ~with  strain For the implementation of the uniform principles of Annex VI, the
AQ 713 conclusions of the review report on Bacillus subtilis, and in particular
Culture collection No: Appendices I and II thereof, as finalised in the Standing Committee on the
NRRL B -21661 Food Chain and Animal Health on 14 July 2006 shall be taken into account.
CIPAC No: not
allocated
141 | Spinosad Spinosyn A: > 850 g/kg 1 February 31 January |[PART A
CAS No: 131929-60-7 | (2R,3aS,5aR,5bS,9S- 2007 2017 Only uses as insecticide may be authorised.
(Spinosyn A) ,13S,14R,16aS,16bR- PART B

131929-63-0 (Spinosyn

D)
CIPAC No: 636

)-2-(6-deoxy-2,3,4-
tri-O-methyl-a-L-
mannopyran-
osyloxy)-13-(4-
dimethylamino-
2,3,4,6-tetradeoxy-B3-
D-erythropyr-
anosyloxy)-9-

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on spinosad, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 14 July 2006 shall be taken into account.

In this overall assessment Member States

— must pay particular attention to the protection of aquatic organisms;
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ethyl-
2,3,3a,5a,5b,6,7,9,10-
,11,12,13,14,15,16a,-
16b-hexadecahydro-
14-methyl-1H-8-
oxacyclododeca[b]as-
indacene-7,15-dione
Spinosyn D:
(2S,3aR,5a8,5bS,9S,-
13S,14R,16aS,16bS)-
2-(6-deoxy-2,3,4-tri-
O-methyl-a-L-
mannopyran-
osyloxy)-13-(4-
dimethylamino-
2,3.,4,6-tetradeoxy-B3-
D-erythropyr-
anosyloxy)-9-ethyl-
2,3,3a,52,5b,6,7,9,10-
,11,12,13,14,15,16a,-
16b-hexadecahydro-
4,14-dimethyl-1H-8-
oxacyclododeca[b]as-
indacene-7,15-dione
Spinosad is a
mixture of 50-95 %
spinosyn A and 5-
50 % spinosyn D

— must pay particular attention to the risk to earthworms when the

substance is used in glasshouses.

Conditions of use shall include risk mitigation measures, where appropriate.

142

Thiamethoxam
CAS No: 153719-23-4
CIPAC No: 637

(E,Z)-3-(2-chloro-
thiazol-5-ylmethyl)-
5-methyl-
[1,3,5]oxadiazinan-4-
ylidene-N-nitroamine

> 980 g/kg

1 February
2007

31 January
2017

»>M134 PART A

Only uses as insecticide may be authorised.

For the protection of non-target organisms, in particular honey bees, for use

as seed treatment:

— the seed coating shall only be performed in professional seed treatment
facilities. Those facilities must apply the best available techniques in
order to ensure that the release of dust during application to the seed,

storage, and transport can be minimised,

I[102°80°T0 — NA — ¥I¥0TI661

100°0€0

¢8



vV M92

Number

Common name, identifi-
cation numbers

IUPAC name

Purity (")

Entry into force

Expiration of
inclusion

Specific provisions

— adequate seed drilling equipment shall be used to ensure a high degree of
incorporation in soil, minimisation of spillage and minimisation of dust
emission.

Member States shall ensure that:

— the label of the treated seed includes the indication that the seeds were
treated with thiamethoxam and sets out the risk mitigation measures
provided for in the authorisation,

— the conditions of the authorisation, in particular for spray applications,
include, where appropriate, risk mitigation measures to protect honey
bees,

— monitoring programmes are initiated to verify the real exposure of honey
bees to thiamethoxam in areas extensively used by bees for foraging or
by beekeepers, where and as appropriate. €

PART B

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on thiamethoxam, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 14 July 2006 shall be taken into account.

In this overall assessment Member States:

— must pay particular attention to the potential for groundwater contami-
nation, particularly of the active substance and its metabolites NOA
459602, SYN 501406 and CGA 322704, when the active substance is
applied in regions with vulnerable soil and/or climatic conditions,

— must pay particular attention to the protection of aquatic organisms,

— must pay particular attention to the long-term risk to small herbivorous
animals if the substance is used for seed treatment.

Conditions of use shall include risk mitigation measures, where appropriate.
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143 | Fenamiphos (RS)-ethyl 4- > 940 g/kg 1 August 31 July 2017 |PART A
CAS No 22224-92-6 methylthio-m-tolyl 2007 Only uses as nematicide applied by drip irrigation in greenhouses with
CIPAC No 692 isopropyl-phosphora- permanent structure may be authorised.
midate PART B

For the implementation of the uniform principles of Annex VI, the

conclusions of the review report on fenamiphos, and in particular Appendices

I and II thereof, as finalised in the Standing Committee on the Food Chain

and Animal Health on 14 July 2006 shall be taken into account.

In this overall assessment:

— Member States must pay particular attention to the protection of aquatic
organisms, soil non-target organisms and groundwater in vulnerable
situations.

Conditions of authorisation should include risk mitigation measures and

monitoring programmes should be initiated to verify potential groundwater

contamination in vulnerable zones, where appropriate.
144 | Ethephon 2-chloroethyl-phos- > 910 g/kg 1 August 31 July 2017 |PART A
ey phonic acid (technical 2007 .

CAS No 16672-87-0 material — TC) Only uses as plant growth regulator may be authorised.

CIPAC No 373 PART B
The manufac-
turing impurities For the implementation of the uniform principles of Annex VI, the
MEPHA  (Mono conclusions of the review report on ethephon, and in particular Appendices
2-chloroethyl I and II thereof, as finalised in the Standing Committee on the Food Chain
ester, 2- and Animal Health on 14 July 2006 shall be taken into account.

chloroethyl phos-
phonic acid) and
1,2-Dich-
loroethane are of
toxicological
concern and must
not exceed
respectively 20 g/
kg and 0,5 g/kg in
the technical
material.
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145 | Methamidophos 0O,S-dimethyl phos- | > 680 g/kg 1 January 30 June 2008 |PART A
phoramidothioate 2007

CAS No 10265-92-6
CIPAC No 355

Only use as insecticide on potato may be authorised.
The following conditions of use must be respected:

— At rates not exceeding 0,5 kg active substance per hectare per appli-
cation,

— Maximum 3 applications per season.
The following uses must not be authorised:
— air application,

— knapsack and all hand-held applications, neither by amateur nor by
professional users,

— home gardening.

Member States shall ensure that all appropriate risk mitigation measures are
applied. Particular attention must be paid to the protection of:

— birds and mammals. Conditions of authorisation shall include risk miti-
gation measures, such as a judicious timing of the application and the
selection of those formulations which, as a result of their physical pres-
entation or the presence of agents that ensure an adequate avoidance,
minimise the exposure of the concerned species,

— aquatic organisms and non-target arthropods. An appropriate distance
must be kept between treated areas and surface water bodies as well as
margins of the crop. This distance may depend on the application or not
of drift reducing techniques,

— operators, who must wear suitable protective clothing, in particular
gloves, coveralls, rubber boots and respiratory protective devices during
mixing-loading and gloves, coveralls, rubber boots and face protection or
safety glasses during application and cleaning of equipment. The above
measures must be applied, unless the exposure to the substance is
adequately precluded by the design and construction of the equipment
itself or by the mounting of specific protective components on such
equipment.
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PART B

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on methamidophos, and in particular
Appendices I and II thereof, shall be taken into account.

Member States must ensure that the authorisation holders report at the latest
on 31 December of each year on any reported effect on operator health.
Member States may require that elements, such as sales data and a survey
of use patterns, are provided so that a realistic picture of the use conditions
and the possible toxicological impact of methamidophos can be obtained.

Member States shall request the submission of further studies to confirm the
risk assessment for birds and mammals. They shall ensure that the notifiers at
whose request methamidophos has been included in this Annex provide such
studies to the Commission within 1 year from the entry into force of this
Directive.

146

Procymidone
CAS No 32809-16-8
CIPAC No 383

N-(3,5-dich-
lorophenyl)-1,2-
dimethylcyclo-
propane-1,2-dicar-
boximide

985 g/kg

1 January
2007

30 June 2008

PART A

Only uses as fungicide on the following crops may be authorised:

— cucumbers in greenhouses (closed hydroponic systems),

— plums (for processing).

at rates not exceeding

»M84 — 0,75 kg active substance per hectare per application. €

The following uses must not be authorised:

— air application,

— knapsack and hand-held applications neither by amateur nor by profes-
sional users,

— home gardening.

Member States shall ensure that all appropriate risk mitigation measures are

applied. Particular attention must be paid to the protection of:

— aquatic organisms. Where relevant, an appropriate distance must be kept
between treated areas and surface water bodies. This distance may
depend on the application or not of drift reducing techniques or devices,

— birds and mammals. Conditions of authorisation shall include risk miti-
gation measures, such as a judicious timing of the application and the
selection of those formulations which, as a result of their
physical presentation or the presence of agents that ensure
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an adequate avoidance, minimise the exposure of the concerned species,

— consumers, the acute dietary exposure of which must be controlled,

— groundwater, when the active substance is applied in regions with
vulnerable soil and/or climatic conditions. Conditions of authorisation
shall include risk mitigation measures,

— operators, who must wear suitable protective clothing, in particular
gloves, coveralls, rubber boots and face protection or safety glasses
during mixing, loading, application and cleaning of equipment, unless
the exposure to the substance is adequately precluded by the design and
construction of the equipment itself or by the mounting of specific
protective components on such equipment,

— workers, who must wear suitable protective clothing, in particular
gloves, if they must enter a treated area before the specific re-entry
period has expired.

PART B

For the implementation of the uniform principles of Annex VI, the

conclusions of the review report on procymidone, and in particular

Appendices I and II thereof, shall be taken into account.

Member States must ensure that the authorisation holders report at the latest

on 31 December of each year on incidences of operator health problems.

Member States may require that elements, such as sales data and a survey of

use patterns, are provided so that a realistic picture of the use conditions and

the possible toxicological impact of procymidone can be obtained.

Member States shall request the submission of further confirmatory data and

information to prove the acceptability of the active substance when applied in

situations where there is a likelihood of long term exposure of wild
mammals, and on the sewage treatment applied in the case of greenhouse
applications.

Member States shall request the submission of further studies to address the

potential endocrine disrupting properties of procymidone within two years

after the adoption of the Test Guidelines on endocrine disruption by the

Organisation for Economic Cooperation and Development (OECD). They

shall ensure that the notifier at whose request procymidone has been

included in this Annex provide such studies to the Commission within two
years of the adoption of the above test guidelines.
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147 | Flusilazole Bis(4-fluor- 925 g/kg 1 January 30 June 2008 |PART A
CAS No 85509-19-9 ophenyl)(me?thyl) 2007 Only uses as fungicide on the following crops may be authorised:
CIPAC No 435 (1H-1,2.4-§r1azol-1- — cereals other than rice,
ylmethyl)silane

— maize,

— rape seed,

— sugar beet,

at rates not exceeding 200 g active substance per hectare per application.

The following uses must not be authorised:

— air application,

— knapsack and hand-held applications, neither by amateur nor by profes-
sional users,

— home gardening.

Member States shall ensure that all appropriate risk mitigation measures are
applied. Particular attention must be paid to the protection of:

— aquatic organisms. An appropriate distance must be kept between treated
areas and surface water bodies. This distance may depend on the appli-
cation or not of drift reducing techniques or devices,

— birds and mammals. Conditions of authorisation shall include risk miti-
gation measures, such as a judicious timing of the application and the
selection of those formulations which, as a result of their physical pres-
entation or the presence of agents that ensure an adequate avoidance,
minimise the exposure of the concerned species,

— operators, who must wear suitable protective clothing, in particular
gloves, coveralls, rubber boots and face protection or safety glasses
during mixing, loading, application and cleaning of the equipment,
unless the exposure to the substance is adequately precluded by the
design and construction of the equipment itself or by the mounting of
specific protective components on such equipment.

PART B

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on flusilazole, and in particular Appendices
I and II thereof, shall be taken into account.

Member States must ensure that the authorisation holders report at the latest
on 31 December of each year on incidences of operator health problems.
Member States may require that elements, such as sales data and a survey
of use patterns, are provided so that a realistic picture of the use conditions
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and the possible toxicological impact of flusilazole can be obtained.
Member States shall request the submission of further studies to address the
potential endocrine disrupting properties of flusilazole within two years after
the adoption of the Test Guidelines on endocrine disruption by the Organi-
sation for Economic Cooperation and Development (OECD). They shall
ensure that the notifier at whose request flusilazole has been included in
this Annex provide such studies to the Commission within two years of
the adoption of the above test guidelines.
148 | Fenarimol (£)-2,4'-dichloro-a- 980 g/kg 1 January 30 June 2008 [PART A

CAS No 60168-88-9 | (pyrimidin-5-yl) 2007 Only uses as fungicide on the following crops may be authorised:

(unstated stereo- | benzhydryl alcohol — Tomatoes,

chemistry) — peppers in greenhouses,

CIPAC No 380 — aubergines,
— cucumbers in greenhouses,
— melons,

— ornamentals, nursery trees and perennial plants,

at rates not exceeding

— 0,058 kg active substance per hectare per application for tomatoes in field
and 0,072 kg active substance per hectare per application for tomatoes in
greenhouses,

— 0,072 kg active substance per hectare per application for peppers,

— 0,038 kg active substance per hectare per application for aubergines,

— 0,048 kg active substance per hectare per application for cucumbers,

— 0,024 kg active substance per hectare per application for melons in field
and 0,048 kg active substance per hectare per application for melons in
greenhouse,

— 0,054 kg active substance per hectare per application for ornamentals,
nursery trees and perennial plants in field and 0,042 kg active substance
per hectare per application for ornamentals in greenhouses.

The following uses must not be authorised:

— air application,

— knapsack and hand-held applications by amateur users,

— home gardening.

Member States shall ensure that all appropriate risk mitigation measures are

applied. Particular attention must be paid to the protection of:

— aquatic organisms. Where relevant, an appropriate distance must
be kept between treated areas and surface water bodies. This distance
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may depend on the application or not of drift reducing techniques or
devices,

— earthworms. Conditions of authorisation shall include risk mitigation
measures, such as the selection of the most appropriate combination of
numbers and timing of applications, rates of application, and, if
necessary, the degree of concentration of the active substance,

— birds and mammals. Conditions of authorisation shall include risk miti-
gation measures, such as a judicious timing of the application and the
selection of those formulations which, as a result of their physical pres-
entation or the presence of agents that ensure an adequate avoidance,
minimise the exposure of the concerned species,

— operators, who must wear suitable protective clothing, in particular
gloves, coveralls, rubber boots and face protection or safety glasses
during mixing, loading, application and cleaning of the equipment,
unless the exposure to the substance is adequately precluded by the
design and construction of the equipment itself or by the mounting of
specific protective components on such equipment,

— workers, who must wear suitable protective clothing, in particular gloves,
if they must enter a treated area before the specific re-entry period has
expired.

PART B

For the implementation of the uniform principles of Annex VI, the

conclusions of the review report on fenarimol, and in particular Appendices

I and II thereof, shall be taken into account.

Member States must ensure that the authorisation holders report at the latest

on 31 December of each year on incidences of operator health problems.

Member States may require that elements, such as sales data and a survey of

use patterns, are provided so that a realistic picture of the use conditions and

the possible toxicological impact of fenarimol can be obtained.

Member States shall request the submission of further studies to address the
potential endocrine disrupting properties of fenarimol within two years after
the adoption of the Test Guidelines on endocrine disruption by the Organi-
sation for Economic Cooperation and Development (OECD). They shall
ensure that the notifier at whose request fenarimol has been included in
this Annex provide such studies to the Commission within two years of
the adoption of the above test guidelines.
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149 | Carbendazim Methyl benzi- | > 980 g/kg 1 June 2011 | 30 November |PART A
CAS No 10605-21-7 midazol-2-ylcar- Relevant 2014 Only uses as fungicide on the following crops may be authorised:
CIPAC No 263 bamate impurities — cereals,
2-amino-3-hydro- — rape seed,
xyphenazine — sugar and fodder beet,
(AHP): not more — maize,

than 0,0005 g/kg
2,3-diaminophe-
nazine (DAP): not
more than
0,003 g/kg

at rates not exceeding:

— 0,25 kg active substance per hectare per application for cereals and rape
seed,

— 0,075 kg active substance per hectare per application for sugar and fodder
beet,

— 0,1 kg active substance per hectare per application for maize.

The following uses must not be authorised:

— air application,

— knapsack and handheld applications neither by amateur nor by profes-
sional users,

— home gardening.

Member States shall ensure that all appropriate risk mitigation measures are

applied. Particular attention must be paid to the protection of:

— aquatic organisms. Appropriate drift mitigation measures must be applied
to minimise the exposure of surface water bodies. This should include
keeping a distance between treated areas and surface water bodies alone
or in combination with the use of drift-reducing techniques or devices,

— earthworms and other soil macro-organisms. Conditions of authorisation
shall include risk mitigation measures, such as the selection of the most
appropriate combination of numbers and timing of application, and, if
necessary, the degree of concentration of the active substance,

— birds (long-term risk). Depending on the results of the risk assessment for
specific uses, targeted mitigation measures to minimise the exposure may
become necessary,

— operators, who must wear suitable protective clothing, in particular
gloves, coveralls, rubber boots and face protection or safety glasses
during mixing, loading, application and cleaning of the equipment,
unless the exposure to the substance is adequately precluded by the
design and construction of the equipment itself or by the mounting of
specific protective components on such equipment.
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PART B
For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on carbendazim, and in particular
Appendices I and II thereof, shall be taken into account.
The Member States concerned shall request that the applicant provides the
following to the Commission:
— by 1 December 2011 at the latest, information as regards the toxicological
and ecotoxicological relevance of the impurity AEF037197,
— by 1 June 2012 at the latest, the examination of the studies included in
the list in the draft re-assessment report of 16 July 2009 (Volume 1,
Level 4 ‘Further information’, pp. 155-157),
— by 1 June 2013 at the latest, information on the fate and behaviour (route
of aerobic degradation in soil) and the long-term risk to birds.
150 | Dinocap 2,6-dinitro-4- 920 g/kg 1 January 31 December |[PART A
CAS No 39300-45-3 (C’rcg(l)ﬁzte;yl and 2.4 2007 2009 Only uses as fungicide on the following crop may be authorised:
(for isomer mixture) dinitr0—6—octylphen’yl — wine grapes at rates not exceeding 0,21 kg active substance per hectare
CIPAC No 98 crotonates in which per application.

octyl is a mixture of
I-methylheptyl, 1-
ethylhexyl and 1-
propylpentyl groups

The following uses must not be authorised:

— air application,

— knapsack and hand-held applications by amateur users,
— home gardening.

Member States shall ensure that all appropriate risk mitigation measures are
applied. Particular attention must be paid to the protection of:

— aquatic organisms. An appropriate distance must be kept between treated
areas and surface water bodies. This distance may depend on the appli-
cation or not of drift reducing techniques or devices,

— birds and mammals. Conditions of authorisation shall include risk miti-
gation measures, such as a judicious timing of the application and the
selection of those formulations which, as a result of their physical pres-
entation or the presence of agents that ensure an adequate avoidance,
minimise the exposure of the concerned species,
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— operators, who must wear suitable protective clothing, in particular
gloves, coveralls, rubber boots and face protection or safety glasses
during mixing, loading, application and cleaning of the equipment,
unless the exposure to the substance is adequately precluded by the
design and construction of the equipment itself or by the mounting of
specific protective components on such equipment,

— workers, who must wear suitable protective clothing, in particular gloves,
if they must enter a treated area before the specific re-entry period has
expired. This re-entry period may not be less than 24 hours.

PART B

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on dinocap, and in particular Appendices I
and II thereof, shall be taken into account.

Member States must ensure that the authorisation holders report at the latest
on 31 December of each year on incidences of operator health problems.
Member States may require that elements, such as sales data and a survey
of use patterns, are provided so that a realistic picture of the use conditions
and the possible toxicological impact of dinocap can be obtained.

151

Captan
CAS No 133-06-02
CIPAC No 40

N-(trich-

loro-

methylthio)cyclohex-

4-ene-1,2-dicar-
boximide

> 910 g/kg
Impurities:
Perchloromethyl-
mercaptan
(R0O05406):  not
more than 5 g/kg
Folpet: not more
than 10 g/kg
»M91  Carbon
tetrachloride  not
more than
0,1 g/Kg «

1 October
2007

30 September
2017

PART A

Only uses as fungicide can be authorised.

PART B

In assessing applications to authorise plant protection products containing

captan for uses other than tomatoes Member States shall pay particular

attention to the criteria in Article 4(1)(b), and shall ensure that any

necessary data and information is provided before such an authorisation is

granted.

For the implementation of the uniform principles of Annex VI, the

conclusions of the review report on captan, and in particular Appendices I

and II thereof, as finalised in the Standing Committee on the Food Chain and

Animal Health on 29 September 2006 shall be taken into account.

In this overall assessment Member States must pay particular attention to:

— the operators and workers safety. Authorised conditions of use must
prescribe the application of adequate personal protective equipment and
risk mitigation measures to reduce the exposure;

I110T°80°T0 — NA — 1011661

100°0€0

96



VY M90

Number

Common name, identifi-
cation numbers

IUPAC name

Purity (")

Entry into force

Expiration of
inclusion

Specific provisions

— the dietary exposure of consumers in view of future revisions of
Maximum Residue Levels;

— the protection of groundwater under vulnerable conditions. Conditions of
authorisation should include risk mitigation measures and monitoring
programmes should be initiated in vulnerable zones, where appropriate;

— the protection of birds, mammals and aquatic organisms. Conditions of
authorisation should include risk mitigation measures.

The Member States concerned shall request the submission of further studies

to confirm the long term risk assessment for birds and mammals, as well as

the toxicological assessment on metabolites potentially present in groundwater
under vulnerable conditions. They shall ensure that the notifiers at whose
request captan has been included in this Annex provide such studies to the

Commission within two years from the entry into force of this Directive.

152

Folpet
CAS No 133-07-3
CIPAC No 75

phthalimide

IN-(trichloromethylthio)

> 940 g/kg
Impurities:
Perchloromethyl-
mercaptan
(R005406): not
more than

3,5 g/kg
Carbon tetrach-

loride not more
than 4 g/kg

1 October
2007

30 September
2017

PART A
Only uses as fungicide can be authorised.
PART B

In assessing applications to authorise plant protection products containing
folpet for uses other than winter wheat Member States shall pay particular
attention to the criteria in Article 4(1)(b), and shall ensure that any necessary
data and information is provided before such an authorisation is granted.

For the implementation of the uniform principles of Annex VI, the

conclusions of the review report on folpet, and in particular Appendices I

and II thereof, as finalised in the Standing Committee on the Food Chain and

Animal Health on 29 September 2006 shall be taken into account.

In this overall assessment Member States must pay particular attention to:

— operators and workers safety. Authorised conditions of use must prescribe
the application of adequate personal protective equipment;

— the dietary exposure of consumers in view of future revisions of
Maximum Residue Levels;

— the protection of birds, mammals, aquatic and soil organisms. Conditions
of authorisation should include risk mitigation measures.
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The Member States concerned shall request the submission of further studies
to confirm the risk assessment for birds, mammals and earthworms. They
shall ensure that the notifiers at whose request folpet has been included in this
Annex provide such studies to the Commission within two years from the
entry into force of this Directive.

153 | Formetanate 3-dimethylamino- > 910 g/kg 1 October 30 September [PART A
methyleneamin- 2007 2017

CAS No 23422-53-9
CIPAC No 697

ophenyl  methylcar-
bamate

Only uses as insecticide and acaricide may be authorised.
PART B

In assessing applications to authorise plant protection products containing
formetanate for uses other than in field tomatoes and ornamental shrubs
Member States shall pay particular attention to the criteria in
Article 4(1)(b), and shall ensure that any necessary data and information is
provided before such an authorisation is granted.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on formetanate, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 29 September 2006 shall be taken into account.

In this overall assessment Member States:

— must pay particular attention to the protection of birds, mammals, non-
target arthropods and bees and must ensure that the conditions of auth-
orisation include, where appropriate, risk mitigation measures;

— must pay particular attention to the operator safety and ensure that
conditions of use prescribe the application of adequate personal protective
equipment;

— must pay particular attention to the dietary exposure of consumers in
view of future revisions of Maximum Residue Levels.

The Member States concerned shall request the submission of further studies
to confirm the risk assessment for birds, mammals and non-target arthropods.
They shall ensure that the notifier at whose request formetanate has been
included in this Annex provide such studies to the Commission within two
years from the entry into force of this Directive.
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154 | Methiocarb 4-methylthio-3,5- > 980 g/kg 1 October 30 September [PART A
xylyl methylcar- 2007 2017

CAS No 2032-65-7
CIPAC No 165

bamate

Only uses as repellent in seed treatment, insecticide and molluscicide may be
authorised.

PART B

In assessing applications to authorise plant protection products containing
methiocarb for uses other than seed treatment in maize Member States
shall pay particular attention to the criteria in Article 4(1)(b), and shall
ensure that any necessary data and information is provided before such an
authorisation is granted.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on methiocarb, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 29 September 2006 shall be taken into account.

In this overall assessment Member States:

— must pay particular attention to the protection of birds, mammals and
non-target arthropods and must ensure that the conditions of authorisation
include, where appropriate, risk mitigation measures;

— must pay particular attention to the operator and bystander safety and
ensure that conditions of use prescribe the application of adequate
personal protective equipment;

— must pay particular attention to the dietary exposure of consumers in
view of future revisions of Maximum Residue Levels.

The Member States concerned shall request the submission of further studies
to confirm the risk assessment for birds, mammals and non-target arthropods,
as well as to confirm the toxicological assessment on metabolites potentially
present in crops. They shall ensure that the notifier at whose request
methiocarb has been included in this Annex provide such studies to the
Commission within two years from the entry into force of this Directive.
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155 | Dimethoate 0,0-Dimethyl-S-(N- | > 950 g/kg 1 October 30 September |Part A
CAS No 60-51-5 methylcarba- Impurities: 2007 2017 Only uses as insecticide may be authorised.
CIPAC No 59 moylmethyl) —phos- | " o oate: Part B
phorodithioate; 2- ot more than . . . o
Dimethoxy-phosphi- ok For the_: 1mplementat}0n of the ur}lform pr1n01pl_es of 4 Annex VI, _the
nothioylthio-N- . g . g conclusions of the review report on dlmetl_loate, and in particular Appendlc_es
methylacetamide — isodimethoate: I and II thereof, as finalised in the Standing Committee on the Food Chain
not more than and Animal Health on 24 November 2006 shall be taken into account.
3 glkg In this overall assessment Member States:

— must pay particular attention to the protection of birds, mammals, aquatic
organisms and other non-target arthropods. Conditions of authorisation
should include risk mitigation measures, where appropriate, such as
buffer zones and reduction of run-off and drainage inputs to surface
water;

— must pay particular attention to the dietary exposure of consumers;

— must pay particular attention to the operator safety and ensure that
conditions of use prescribe the application of adequate personal protective
equipment.

The Member States concerned shall request the submission of further studies

to confirm the risk assessment for birds, mammals and non-target arthropods,

as well as to confirm the toxicological assessment on metabolites potentially
present in crops.

They shall ensure that the notifier at whose request dimethoate has been

included in this Annex provides such studies to the Commission within

two years from the entry into force of this Directive.
156 | Dimethomorph (E,Z) 4-[3-(4-chloro- | > 965 g/kg 1 October 30 September |Part A
CAS No 110488-70-5 phenyl)-3-(3,4-dime- 2007 2017 Only uses as fungicide may be authorised.
CIPAC No 483 thoxyphenylacryloy- Part B
IJmorpholine

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on dimethomorph, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 24 November 2006 shall be taken into
account.

In this overall assessment Member States must pay particular attention to:

— the operators and workers safety. Authorised conditions of use must
prescribe the application of adequate personal protective equipment;
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— to the protection of birds, mammals and aquatic organisms.
Conditions of authorisation should include risk mitigation measures, where
appropriate.
157 | Glufosinate ammonium(DL)- 950 g/kg 1 October 30 September |Part A
CAS No 77182-82-2 homoalanin-4- 2007 2017 Only uses as herbicide may be authorised.
yl(methyl)
CIPAC No 437.007 . Part B
phosphinate

In assessing applications to authorise plant protection products containing
glufosinate for uses other than in apple orchards, notably as regards the
operator and consumer exposure, Member States shall pay particular
attention to the criteria in Article 4(1)(b), and shall ensure that any
necessary data and information is provided before such an authorisation is
granted.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on glufosinate, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 24 November 2006 shall be taken into account. In this
overall assessment Member States must pay particular attention to:

— the operators, workers and bystanders safety. Conditions of authorisation
should include protective measures, where appropriate;

— the potential for groundwater contamination, when the active substance is
applied in regions with vulnerable soil and/or climatic conditions;

— the protection of mammals, non-target arthropods and non-target plants.

Conditions of authorisation should include risk mitigation measures, where
appropriate.

The Member States concerned shall request the submission of further studies
to confirm the risk assessment for mammals and non-target arthropods in
apple orchards. They shall ensure that the notifier at whose request
glufosinate has been included in this Annex provide such studies to the
Commission within two years from the entry into force of this Directive.
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158

Metribuzin

CAS No 21087-64-9

CIPAC No 283

4-amino-6-tert-butyl-

3-methylthio-1,2,4-
triazin-5(4H)-one

> 910 g/kg

1 October
2007

30 September
2017

Part A
Only uses as herbicide may be authorised.
Part B

In assessing applications to authorise plant protection products containing
metribuzin for uses other than in post-emergence selective herbicide in
potatoes Member States shall pay particular attention to the criteria in
Article 4(1)(b), and shall ensure that any necessary data and information is
provided before such an authorisation is granted.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on metribuzin, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 24 November 2006 shall be taken into account.

In this overall assessment Member States:

— must pay particular attention to the protection of algae, aquatic plants,
non-target plants outside the treated field and must ensure that the
conditions of authorisation include, where appropriate, risk mitigation
measures.

— must pay particular attention to the operator safety and ensure that
conditions of use prescribe the application of adequate personal protective
equipment.

The Member States concerned shall request the submission of further data to

confirm the risk assessment for groundwater. They shall ensure that the

notifiers at whose request metribuzin has been included in this Annex
provide such studies to the Commission within two years from the entry
into force of this Directive.

159

Phosmet
CAS No 732-11-6
CIPAC No 318

0,0-dimethyl

S-phthalimidomethyl
phosphorodithioate;
N-(dimethoxyphosp-

hinothioylthio-
methyl)phatalimide

> 950 g/kg

Impurities:

— phosmet
oxon: not
more than
0,8 g/kg

— iso phosmet:

not more
than 0,4 g/kg

1 October
2007

30 September
2017

Part A
Only uses as insecticide and acaricide may be authorised.
Part B

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on phosmet, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 24 November 2006 shall be taken into account.

In this overall assessment Member States:
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— must pay particular attention to the protection of birds, mammals, aquatic
organisms, bees and other non-target arthropods. Conditions of authori-
sation should include risk mitigation measures, where appropriate, such as
buffer zones and reduction of run-off and drainage inputs to surface
water,

— must pay particular attention to the operator safety and ensure that
conditions of use prescribe the application of adequate personal and
respiratory protective equipment.

The Member States concerned shall request the submission of further studies

to confirm the risk assessment for birds (acute risk) and herbivorous

mammals (long term risk). They shall ensure that the notifier at whose
request phosmet has been included in this Annex provides such studies to
the Commission within two years from the entry into force of this Directive.
160 | Propamocarb Propyl 3- > 920 g/kg 1 October 30 September |Part A
CAS No 24579-73-5 (dimethylamino) 2007 2017 Only uses as fungicide may be authorised.
CIPAC No 399 propylcarbamate Part B

In assessing applications to authorise plant protection products containing
propamocarb for uses other than foliar applications, Member States shall
pay particular attention to the criteria in Article 4(1)(b), as regards worker
exposure and shall ensure that any necessary data and information is provided
before such an authorisation is granted.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on propamocarb, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 24 November 2006 shall be taken into
account.

In this overall assessment Member States must pay particular attention to:

— the operators and workers safety. Conditions of authorisation should
include protective measures, where appropriate;

— the transfer of soil residues for rotating or succeeding crops;
— the protection of surface and groundwater in vulnerable zones;

— the protection of birds, mammals and aquatic organisms. Conditions of
authorisation should include risk mitigation measures, where appropriate.
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161 | ethoprophos O-ethyl S, S-dipropyl | > 940 g/kg 1 October 30 September [PART A
phosphorodithioate 2007 2017

CAS No: 13194-48-4
CIPAC No: 218

Only uses as nematicide and insecticide in soil application can be authorised.
Authorisations should be limited to professional users.
PART B

In assessing applications to authorise plant protection products containing
ethoprophos for uses other than potatoes not cultivated for human or
animal consumption, Member States shall pay particular attention to the
criteria in Article 4(1)(b), and shall ensure that any necessary data and
information is provided before such an authorisation is granted.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on ethoprophos, and in particular
Appendices | and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 16 March 2007 shall be taken into
account.

In this overall assessment Member States must pay particular attention to:

— the residues and evaluate the dietary exposure of consumers in view of
future revisions of Maximum Residue Levels,

— the operator safety. Authorised conditions of use must prescribe the
application of adequate personal and respiratory protective equipment
and other risk mitigation measures such as the use of closed transfer
system for the distribution of the product,

— the protection of birds, mammals, aquatic organisms, surface and
groundwater under vulnerable conditions. Conditions of authorisation
should include risk mitigation measures, such as buffer zones and the
achievement of complete incorporation of granules in the soil.

The concerned Member States shall request the submission of further studies
to confirm the short and long term risk assessment for birds and for
earthworms eating mammals. They shall ensure that the notifiers at whose
request ethoprophos has been included in this Annex provide such studies to
the Commission within two years from the entry into force of this Directive.
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162

pirimiphos-methyl
CAS No 29232-93-7
CIPAC No 239

O-2-diethylamino-6-
methylpyrimidin-4-yl
0,0- dimethylphos-
phorothioate

> 880 g/kg

1 October
2007

30 September
2017

PART A

Only uses as insecticide for post harvest storage can be authorised.
Hand-held applications shall not be authorised.

PART B

In assessing applications to authorise plant protection products containing
pirimiphos-methyl for uses other than applications with automated systems
in empty cereals storehouses, Member States shall pay particular attention to
the criteria in Article 4(1)(b), and shall ensure that any necessary data and
information is provided before such an authorisation is granted.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on pirimiphos-methyl, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 16 March 2007 shall be taken into
account.

In this overall assessment Member States must pay particular attention to:

— the operators safety. Authorised conditions of use must prescribe the
application of adequate personal protective equipment including
respiratory protective equipment and risk mitigation measures to reduce
the exposure,

— the dietary exposure of consumers in view of future revisions of
Maximum Residue Levels.

163

Fipronil
CAS No: 120068-37-3
CIPAC No: 581

(£)-5-amino-1-(2,6-
dichloro-a,o,0-
trifluoro-para-tolyl)-
4-trifluoromethylsul-
finylpyrazole-3-
carbonitrile

> 950 g/kg

1 October
2007

30 September
2017

»>M134 PART A
Only uses as insecticide for use as seed treatment may be authorised.
For the protection of non-target organisms, in particular honey bees:

— the seed coating shall only be performed in professional seed treatment
facilities. Those facilities must apply the best available techniques in
order to ensure that the release of dust during application to the seed,
storage, and transport can be minimised,
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— adequate seed drilling equipment shall be used to ensure a high degree of
incorporation in soil, minimisation of spillage and minimisation of dust
emission.

Member States shall ensure that:

— the label of the treated seed includes the indication that the seeds were
treated with fipronil and sets out the risk mitigation measures provided
for in the authorisation,

— monitoring programmes are initiated to verify the real exposure of honey
bees to fipronil in areas extensively used by bees for foraging or by
beekeepers, where and as appropriate. €

PART B

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on fipronil, and in particular Appendices I
and II thereof, as finalised in the Standing Committee on the Food Chain and
Animal Health on 16 March 2007 shall be taken into account. In this overall
assessment Member States must pay particular attention to:

— the packaging of the marketed products to avoid the generation of photo-
degradation products of concern,

— the potential for groundwater contamination, especially from metabolites
which are more persistent than the parent compound, when the active
substance is applied in regions with vulnerable soil and/or climatic
conditions,

— the protection of granivorous birds and mammals, aquatic organisms,
non-target arthropods and honey bees.

> M134 <

Conditions of authorisation should include risk mitigation measures, where
appropriate.

The concerned Member States shall request the submission of further studies
to confirm the risk assessment for granivorous birds and mammals, and honey
bees, especially bee brood. They shall ensure that the notifier at whose
request fipronil has been included in this Annex provide such studies to
the Commission within one year from the entry into force of this Directive.
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164 | Beflubutamid (RS)-N-benzyl-2-(4- | > 970 g/kg 1 December | 30 November |Part A
CAS No 113614-08-7 fluoro-3-trifluor- 2007 2017 Only uses as herbicide may be authorised.
CIPAC No 662 omethylphenoxy) Part B
butanamide ) ) ) o
For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on beflubutamid, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 15 May 2007 shall be taken into account.
In this overall assessment Member States:
— must pay particular attention to the risk to aquatic organisms.
Conditions of use shall include risk mitigation measures, where appropriate.
165 | Spodoptera exigua | Not applicable 1 December | 30 November [Part A
nuclear polyhedrosis 2007 2017 Only uses as insecticide may be authorised.
virus
Part B
CIPAC No For the implementation of the uniform principles of Annex VI, the
Not allocated conclusions of the review report on Spodoptera exigua NPV, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 15 May 2007 shall be taken into account.
VM98
166 | Prosulfocarb S-benzyl 970 g/kg 1 November 31 October |PART A
CAS No 52888-80-9 dipropyl(thioc- 2008 2018 Only uses as herbicide may be authorised.
CIPAC No 539 arbamat) PART B

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on prosulfocarb, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 9 October 2007 shall be taken into
account.

In this overall assessment Member States must pay particular attention to:

— the operator safety and ensure that conditions of use prescribe the appli-
cation of adequate personal protective equipment,

— the protection of aquatic organisms and must ensure that the conditions of
authorisation include, where appropriate, risk mitigation measures such as
buffer zone,
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— the protection of non-target plants and must ensure that the conditions of
authorisation include, where appropriate, risk mitigation measures such as
an in-field no spray buffer zone.

167

Fludioxonil
CAS No 131341-86-1
CIPAC No 522

4-(2,2-difluoro-1,3-
benzodioxol-4-yl)-
1H-pyrrole-3-carbon-
itrile

950 g/kg

1 November
2008

31 October
2018

PART A

Only uses as fungicide may be authorised.

PART B

In assessing applications to authorise plant protection products containing

fludioxonil for uses other than seed treatment, Member States shall pay

particular attention to the criteria in Article 4(1)(b), and shall ensure that
any necessary data and information is provided before such an authorisation
is granted and:

— must pay particular attention to the potential for groundwater contami-
nation, in particular from the soil photolysis metabolites CGA 339833
and CGA 192155, in vulnerable zones,

— must pay particular attention to the protection of fish and aquatic invert-
ebrates.

Conditions of authorisation should include risk mitigation measures, where

appropriate.

For the implementation of the uniform principles of Annex VI, the

conclusions of the review report on fludioxonil, and in particular Appendices

I and II thereof, as finalised in the Standing Committee on the Food Chain

and Animal Health on 9 October 2007 shall be taken into account.

168

Clomazone
CAS No 81777-89-1
CIPAC No 509

2-(2-chlorobenzyl)-
4,4-dimethyl-1,2-
oxazolidin-3-one

960 g/kg

1 November
2008

31 October
2018

PART A

Only uses as herbicide may be authorised.

PART B

For the implementation of the uniform principles of Annex VI, the

conclusions of the review report on clomazone, and in particular Appendices

I and II thereof, as finalised in the Standing Committee on the Food Chain

and Animal Health on 9 October 2007 shall be taken into account.

In this overall assessment Member States must pay particular attention to:

— the operator safety and ensure that conditions of use prescribe the appli-
cation of adequate personal protective equipment,

— the protection of non-target plants and must ensure that the conditions of
authorisation include, where appropriate, risk mitigation measures such as
buffer zones.
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169 | Benthiavalicarb [(S)-1-{[(R)-1-(6- > 910 g/kg 1 August 31 July 2018 [Part A
CAS No 413615-35-7 fluoro-1,3-benzo- The following 2008 Only uses as fungicide may be authorised.
CIPAC No 744 thiazol-2- manufacturing Part B
yhethyl]carbamoyl}- | impurities are of For the implementation of the uniform principles of Annex VI, the
2-methyl- . ) toxicological conclusions of the review report on benthiavalicarb, and in particular
propyljcarbamic acid | concern and each Appendices T and II thereof, as finalised in the Standing Committee on the
of them must not Food Chain and Animal Health on 22 January 2008 shall be taken into
exceed a certain account.
amount  In Fhe In this overall assessment Member States must pay particular attention to:
technical material: — the operator safety,
gigégég&?gfl’ez . — the protection of non-target arthropods.
< 3,5 mgkg Condltl(_)ns of use shall include adequate risk mitigation measures, where
bis(2-amino-5- appropriate.
fluorophenyl) In assessir}g applications to author%se plant protection products containing
disulfide: benthlavallcarb .for uses othfer Fha.rl in glasshouses, Member States shall pay
< 14 me/k particular attention to the criteria in Article 4(1)(b), and shall ensure that any
megrke necessary data and information is provided before such an authorisation is
granted.
The Member States shall inform the Commission in accordance with
Article 13(5) on the specification of the technical material as commercially
manufactured.
170 | Boscalid 2-Chloro-N-(4'- > 960 g/kg 1 August 31 July 2018 [Part A
CAS No 188425-85-6 | chlorobiphenyl-2- 2008 Only uses as fungicide may be authorised.
CIPAC No 673 yDnicotinamide Part B

For the implementation of the uniform principles of Annex VI, the

conclusions of the review report on boscalid, and in particular Appendices

I and II thereof, as finalised in the Standing Committee on the Food Chain

and Animal Health on 22 January 2008 shall be taken into account.

In this overall assessment Member States must pay particular attention

— to the operator safety,

— to the long term risk to birds and soil organisms,

— to the risk of accumulation in soil if the substance is used in perennial
crops or in succeeding crops in crop rotation.

Conditions of use shall include adequate risk mitigation measures, where

appropriate.
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171 | Carvone S-isopropenyl-2- > 930 g/kg with a 1 August 31 July 2018 [Part A
CAS No 99-49-0 (d/1 | methylcyclohex-2- d/l ratio of at least 2008 Only uses as plant growth regulator may be authorised.
mixture) en-1-one 100:1 Part B
CIPAC No 602 For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on carvone, and in particular Appendices I
and II thereof, as finalised in the Standing Committee on the Food Chain and
Animal Health on 22 January 2008 shall be taken into account.
In this overall assessment Member States must pay particular attention to the
operator safety.
Conditions of use shall include risk mitigation measures, where appropriate.
172 | Fluoxastrobin (E)-{2-[6-(2-chloro- | > 940 g/kg 1 August 31 July 2018 [Part A
CAS No 361377-29-9 | phenoxy)-5-fluor- 2008 Only uses as fungicide may be authorised.
CIPAC No 746 opyrimidin-4- Part B

yloxy]phenyl}(5,6-
dihydro-1,4,2-
dioxazin-3-
yl)methanone 0-
methyloxime

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on fluoxastrobin, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 22 January 2008 shall be taken into
account.

In this overall assessment Member States must pay particular attention to:

— the operator safety, in particular when handling the undiluted concentrate.
Conditions of use shall include adequate protective measures, such as
wearing a face shield,

— the protection of aquatic organisms. Risk mitigation measures such as
buffer zones shall be applied, where appropriate,

— the levels of residues of the metabolites of fluoxastrobin, when straw
from treated areas is used as animal feeding stuff. Conditions of use
shall include restrictions for feeding to animals, where appropriate,

— the risk of accumulation in the soil surface, if the substance is used in
perennial crops or in succeeding crops in crop rotation.

Conditions of use shall include risk mitigation measures, where appropriate.
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The concerned Member States shall request the submission of:

— data to allow a comprehensive aquatic risk assessment to be made taking
into account spray drift, run-off, drainage and the effectiveness of
potential risk mitigation measures,

— data on toxicity of non-rat metabolites if straw from treated areas is to be
used as feedstuff.

They shall ensure that the notifier at whose request fluoxastrobin has been

included in this Annex provide such studies to the Commission within two

years from the entry into force of the Directive of inclusion.
173 | Paecilomyces lilacinus | Not applicable 1 August 31 July 2018 [Part A
(Thom) 2008 Only uses as nematicide may be authorised.
Samson 1974 strain 251 Part B
(AGAL: No 89/030550) For the implementation of the uniform principles of Annex VI, the
CIPAC No 753 conclusions of the review report on Paecilomyces lilacinus, and in particular

Appendices I and II thereof, as finalised in the Standing Committee on the

Food Chain and Animal Health on 22 January 2008 shall be taken into

account.

In this overall assessment Member States must pay particular attention to:

— the operator safety (although there was no need to set an AOEL, as a
general rule, microorganisms should be considered as potential
sensitisers),

— the protection of leaf dwelling non-target arthropods.

Conditions of use shall include risk mitigation measures, where appropriate.

174 | Prothioconazole (RS)-2-[2-(1-chloro- | > 970 g/kg 1 August 31 July 2018 [Part A
CAS No 178928-70-6 cyclopropyl)-3-(2- The following 2008 Only uses as fungicide may be authorised.
CIPAC No 745 chlorophenyl)-2- manufacturing Part B
hydroxypropyl]-2,4- | impurities are of For the implementation of the uniform principles of Annex VI, the
dihydro-1,2,4- toxicological conclusions of the review report on prothioconazole, and in particular

triazole-3-thione

concern and each
of them must not
exceed a certain
amount in the
technical material:
— Toluene:

<5 g/kg

Appendices I and II thereof, as finalised in the Standing Committee on the

Food Chain and Animal Health on 22 January 2008 shall be taken into

account.

In this overall assessment Member States must pay particular attention to:

— the operator safety in spray applications. Conditions of use shall include
adequate protective measures,
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Number cation numbers IUPAC name Purity (") Entry into force inclusion Specific provisions
— Prothio- — the protection of aquatic organisms. Risk mitigation measures such as
conazole- buffer zones shall be applied, where appropriate,
desthio (2-(1- — the protection of birds and small mammals. Risk mitigation measures
chlorocyclo- shall be applied, where appropriate.
propyl)1-(2- Conditions of use shall include risk mitigation measures, where appropriate.
chloro- The concerned Member States shall request the submission of:
phenyl)-3- — information to allow the assessment of consumer exposure to triazole
(1,2,4-triazol- metabolite derivatives in primary crops, rotational crops, and products
1-yl)-propan- of animal origin,
2-0l): < 0,5 g/ — a comparison of the mode of action of prothioconazole and the triazole
kg (LOD) metabolite derivatives to allow the assessment of the toxicity resulting
from the combined exposure to these compounds,
— information to further address the long-term risk to granivorous birds and
mammals arising from the use of prothioconazole as a seed treatment.
They shall ensure that the notifier at whose request prothioconazole has been
included in this Annex provide such studies to the Commission within two
years from the entry into force of the Directive of inclusion.
175 | Amidosulfuron 3-(4,6-dimethoxy- > 970 g/kg 1 January 31 December |PART A
pyrimidin-2-yl)-1-(N- 2009 2018

CAS No 120923-37-7
CIPAC No 515

methyl-N-methyl-
sulfonyl-amino-
sulfonyl)urea

or
1-(4,6-dimethoxy-
pyrimidin-2-yl)-3-
mesyl(methyl) sulfa-
moylurea

Only uses as herbicide may be authorised.
PART B

In assessing applications to authorise plant protection products containing
amidosulfuron for uses other than meadows and pasture, Member States
shall pay particular attention to the criteria in Article 4(1)(b), and shall
ensure that any necessary data and information is provided before such an
authorisation is granted.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on amidosulfuron, and in particular
Appendices 1 and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 22 January 2008 shall be taken into
account.
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In this overall assessment Member States must pay particular attention to:

— the protection of groundwater due to a potential for groundwater contami-
nation by some of the degradation products when it is applied in regions
with vulnerable soil and/or climatic conditions,

— the protection of aquatic plants.

In relation to these identified risks, risk mitigation measures, such as buffer

zones, should be applied where appropriate.

176 | Nicosulfuron 2-[(4,6-dimethoxy- > P»>M117 910 g/ 1 January 31 December |PART A
CAS No 111991-09-4 pyrimidin-2-ylcar- kg < 2009 2018 Only uses as herbicide may be authorised.
CIPAC No 709 bamoyl)sulfamoyl]- PART B
N,N-dimethylnicoti- For the implementation of the uniform principles of Annex VI, the
namide conclusions of the review report on , and in particular Appendices 1 and II
or thereof, as finalised in the Standing Committee on the Food Chain and
1-(4,6-dimethoxy- Animal Health on 22 January 2008 shall be taken into account.
pyrimidin-2-yl)-3-(3- In this overall assessment Member States must pay particular attention to:
dimethylcarbamoyl- — the potential exposure of the aquatic environment to metabolitt DUDN
2-pyri- when is applied in regions with vulnerable soil conditions,
dylsulfonyl)urea — the protection of aquatic plants and must ensure that the conditions of
authorisation include, where appropriate, risk mitigation measures such as
buffer zones,

— the protection of non-target plants and must ensure that the conditions of
authorisation include, where appropriate, risk mitigation measures such as
an in-field no-spray buffer zone,

— the protection of groundwater and surface water under vulnerable soil and
climatic conditions.

YM104
177 | Clofentezine 3,6-bis(2-chloro- > 980 g/kg (dry 1 January 31 December |PART A
phenyl)-1,2,4,5- material) 2009 2018

CAS No 74115-24-5
CIPAC No 418

tetrazine

Only uses as acaricide may be authorised.
»M141 PART B

For the implementation of the uniform principles of Annex VI, the

conclusions of the review

report on clofentezine, and in particular
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Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 11 May 2010 shall be taken into account.

In this overall assessment Member States must pay particular attention to:

— the specification of the technical material as commercially manufactured
must be confirmed and supported by appropriate analytical data. The test
material used in the toxicity dossiers shall be compared and verified
against this specification of the technical material;

— the operator and worker safety and ensure that conditions of use prescribe
the application of adequate personal protective equipment, where appro-
priate;

— the potential for long range transport via air;

— the risk to non target organisms. Conditions of authorisation shall include
risk mitigation measures, where appropriate.

The Member States concerned shall ensure that the notifier presents to the
Commission a monitoring programme to assess the potential for long-range
atmospheric transport of clofentezine and the related environmental risks by
31 July 2011. The results of that monitoring programme shall be submitted as
a monitoring report to the rapporteur Member State and to the Commission
by 31 July 2013.

The Member States concerned shall ensure that the notifier submits to the
Commission confirmatory studies on clofentezine metabolites relating to their
toxicological and environmental risk assessment by 30 June 2012. «

178

Dicamba
CAS No 1918-00-9
CIPAC No 85

3,6-dichloro-2-
methoxybenzoic acid

> 850 g/kg

1 January
2009

31 December
2018

PART A

Only uses as herbicide may be authorised.

PART B

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on dicamba, and in particular Appendices

I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health shall be taken into account.
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179 | Difenoconazole 3-chloro-4- > 940 g/kg 1 January 31 December |PART A
CAS No 119446-68-3 {,(ZR.§}14113§'2(§3}5'I,4SR)- 2009 2018 Only uses as fungicide may be authorised.
-methyl-2-(1H-
CIPAC No 687 1.2.4-triazol-1- PART B
ylmethyl)-1,3- For the implementation of the uniform principles of Annex VI, the
dioxolan-2-yl]phenyl conclusions of the review report on difenoconazole, and in particular
4-chlorophenyl ether Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health shall be taken into account.
In this overall assessment Member States must pay particular attention to:
— the protection of aquatic organisms.
Conditions of use shall include adequate risk mitigation measures, where
appropriate.
180 | Diflubenzuron 1-(4-chlorophenyl)-3- | > 950 g/kg 1 January 31 December |PART A
CAS No 35367-38-5 (2,6-difluorobenzoyl) Bnggurltyi/k ma:. 2009 2018 Only uses as insecticide may be authorised.
urea 8 g/kg -
CIPAC No 339 chloroaniline »Mi141 PART B

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on diflubenzuron, and in particular
Appendices | and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 11 May 2010 shall be taken into account.

In this overall assessment Member States must pay particular attention to:

— the specification of the technical material as commercially manufactured
must be confirmed and supported by appropriate analytical data. The test
material used in the toxicity dossiers shall be compared and verified
against this specification of the technical material;

— the protection of aquatic organisms;
— the protection of terrestrial organisms;
— the protection of non-target arthropods including bees.

Conditions of use shall include adequate risk mitigation measures, where
appropriate.

The Member States concerned shall ensure that the notifier submits to the
Commission further studies to address the potential toxicological relevance of
the impurity and metabolite 4-chloroaniline (PCA) by 30 June 2011. <«
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181 | Imazaquin 2-[(RS)-4-isopropyl- P 960 g/kg (racemic 1 January 31 December |PART A
CAS No 81335-37-7 {—Ifldethyll{ —gxo—2— mixture) 2009 2018 Only uses as plant growth regulator may be authorised.
imidazolin-2-
CIPAC No 699 yiquinoline-3- PART B
carboxylic acid For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on imazaquin, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health shall be taken into account.
182 | Lenacil 3-cyclohexyl-1,5,6,7- | = 975 g/kg 1 January 31 December |PART A
CAS No 2164-08-1 tetrahydrocyclopen- 2009 2018 Only uses as herbicide may be authorised.
tapyrimidine-

CIPAC No 163

2,4(3H)-dione

»>M141 PART B

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on lenacil, and in particular Appendices I
and II thereof, as finalised in the Standing Committee on the Food Chain and
Animal Health on 11 May 2010 shall be taken into account.

In this overall assessment Member States must pay particular attention to:

— the risk to aquatic organisms, especially algae and aquatic plants.
Conditions of authorisation shall include risk mitigation measures, such
as bufferzones between treated areas and surface water bodies;

— the protection of the groundwater, where the active substance is applied
in regions with vulnerable soil or climatic conditions. Conditions of auth-
orisation shall include risk mitigation measures and monitoring
programmes shall be initiated to verify potential groundwater contami-
nation from the metabolites IN-KF 313, M1, M2 and M3 in vulnerable
zones, where appropriate.

The Member States concerned shall ensure that the notifier submits to the
Commission confirmatory information on the identity and characterisation of
soil metabolites Polar B and Polars and metabolites M1, M2 and M3 which
occurred in lysimeter studies and confirmatory data on rotational crops,
including possible phytotoxic effects. They shall ensure that the notifier
provides such information to the Commission by 30 June 2012.
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If a decision on the classification of lenacil under Directive 67/548/EEC
identifies the need for further information on the relevance of the metabolites
IN-KE 121, IN-KF 313, M1; M2, M3, Polar B and Polars, the Member States
concerned shall request the submission of such information. They shall ensure
that the notifier provides that information to the Commission within six
months from the notification of such a classification decision. <«

183

Oxadiazon
CAS No 19666-30-9
CIPAC No 213

S-tert-butyl-3-(2,4-
dichloro-5-isopro-
poxyphenyl)-1,3,4-
oxadiazol-2(3H)-one

> 940 g/kg

1 January
2009

31 December
2018

PART A
Only uses as herbicide may be authorised.
»M141 PART B

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on oxadiazon, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 11 May 2010 shall be taken into account.

In this overall assessment Member States must pay particular attention to:

— the specification of the technical material as commercially manufactured
must be confirmed and supported by appropriate analytical data. The test
material used in the toxicity dossiers shall be compared and verified
against this specification of the technical material;

— the potential for ground water contamination by the metabolite
AE0608022 where the active substance is applied in situations for
which prolonged anaerobic conditions may be expected to occur or in
regions with vulnerable soil or climatic conditions. Conditions of auth-
orisation must include risk mitigation measures, where appropriate.

The Member States concerned shall ensure that the notifier submits to the
Commission:

— further studies to address the potential toxicological relevance of an
impurity in the proposed technical specification;
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— information to further clarify the occurrence of metabolite AE0608033 in
primary crops and rotational crops;

— further trials on rotational crops (namely root crops and cereals) and a
metabolism study on ruminants to confirm the consumer risk assessment;

— information to further address the risk to earthworm-eating birds and
mammals, and the long-term risk to fish.

They shall ensure that the notifier provides such information to the

Commission by 30 June 2012. «

184 | Picloram 4-amino-3,5,6-trich- | > 920 g/kg 1 January 31 December |PART A
loropyridine-2- 2009 2018

CAS No 1918-02-1
CIPAC No 174

carboxylic acid

Only uses as herbicide may be authorised.
»M141 PART B

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on picloram, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 11 May 2010 shall be taken into account.

In the overall assessment Member States must pay particular attention to:

— the potential for ground water contamination where picloram is applied in
regions with vulnerable soil or climatic conditions. Conditions of auth-
orisation must include risk mitigation measures, where appropriate;

The Member States concerned shall ensure that the notifier submits to the
Commission:

— further information to confirm that the monitoring analytical method
applied in residue trials correctly quantifies the residues of picloram
and its conjugates;

— a soil photolysis study to confirm the evaluation of picloram degradation.

They shall ensure that the notifier provides such information to the
Commission by 30 June 2012. «
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185

Pyriproxyfen
CAS No 95737-68-1
CIPAC No 715

4-phenoxyphenyl
(RS)-2-(2-
pyridyloxy)propyl
ether

> 970 g/kg

1 January
2009

31 December
2018

PART A

Only uses as insecticide may be authorised.

»M141 PART B

For the implementation of the uniform principles of Annex VI, the

conclusions of the review report on pyriproxyfen, and in particular

Appendices I and II thereof, as finalised in the Standing Committee on the

Food Chain and Animal Health on 11 May 2010 shall be taken into account.

In the overall assessment Member States must pay particular attention to:

— the operator safety and ensure that conditions of use prescribe the appli-
cation of adequate personal protective equipment, where appropriate;

— the risk to aquatic organisms. Conditions of use shall include adequate
risk mitigation measures, where appropriate.

The Member States concerned shall ensure that the notifier submits to the

Commission further information confirming the risk assessment in respect of

two points, namely the risk posed to aquatic insects by pyriproxfen and the

metabolite DPH-pyr and the risk posed by pyriproxfen to pollinators. They

shall ensure that the notifier provides such information to the Commission by

30 June 2012. «

VYM103

186

Bifenox
CAS No 42576-02-3
CIPAC No 413

Methyl — 5-(2,4-dich-
lorophenoxy)-2-nitro-
benzoate

> 970 g/kg
impurities:

max. 3 gkg 2.4-
dichlorophenol
max. 6 g/kg 2,4-
dichloroanisole

1 January
2009

31 December
2018

PART A
Only uses as herbicide may be authorised.
PART B

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on bifenox, and in particular Appendices I
and II thereof, as finalised in the Standing Committee on the Food Chain and
Animal Health on 14 March 2008 shall be taken into account.

In this overall assessment Member States must pay particular attention to:

— the operator safety and ensure that conditions of use prescribe the appli-
cation of adequate personal protective equipment where,

— the dietary exposure of consumers to bifenox residues in products of
animal origin and in succeeding rotational crops.
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The Member States concerned shall request the submission of:

— information on residues of bifenox and its metabolite hydroxy bifenox
acid in food of animal origin and on residues of bifenox in rotational
crops,

— information to further address the long-term risk to herbivorous mammals
arising from the use of bifenox.

They shall ensure that the notifier provides such confirmatory data and

information to the Commission within two years from the entry into force

of this Directive.
187 | Diflufenican 2" 4'-difluoro-2- > 970 g/kg 1 January 31 December |PART A
CAS No 83164-33-4 (a0, a-trifluoro-m- 2009 2018 Only uses as herbicide may be authorised.
CIPAC No 462 folyloxy) - nicotin- PART B
anilide For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on diflufenican, and in particular Appendices

I and II thereof, as finalised in the Standing Committee on the Food Chain

and Animal Health on 14 March 2008 shall be taken into account.

In this overall assessment Member States must pay particular attention to:

— the protection of aquatic organisms. Risk mitigation measures such as
buffer zones shall be applied, where appropriate,

— the protection of non-target plants. Risk mitigation measures such as an
in-field no spray buffer zones shall be applied, where appropriate.

188 | Fenoxaprop-P (R)-2[4-[(6-chloro-2- | > 920 g/kg 1 January 31 December |[PART A
CAS No 113158-40-0 benzoxazolyl)oxy]- 2009 2018 Only uses as herbicide may be authorised.
CIPAC No 484 phenoxy]-propanoic PART B
aci

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on fenoxaprop-P, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 14 March 2008 shall be taken into
account.

[T10T°80°T0 — NA — ¥I¥0T1661

100°0€0

0cI



VY M103

Number

Common name, identifi-
cation numbers

IUPAC name

Purity (")

Entry into force

Expiration of
inclusion

Specific provisions

In this overall assessment Member States must pay particular attention to:

— the operator safety and ensure that conditions of use prescribe the appli-
cation of adequate personal protective equipment,

— the protection of non target plants,

— the presence of the safener mefenpyr-diethyl in formulated products as
regards operator, worker and bystander exposure,

— the persistence of the substance and of some of its degradation products
in colder zones and areas where anaerobic conditions may occur.

Conditions of authorisation should include risk mitigation measures, where

appropriate.

189

Fenpropidin
CAS No 67306-00-7
CIPAC No 520

(R,S)-1-[3-(4-tert-
butylphenyl)-2-
methylpropyl]-
piperidine

2 960
(racemate)

g/kg

1 January
2009

31 December
2018

PART A

Only uses as fungicide may be authorised.

PART B

For the implementation of the uniform principles of Annex VI, the

conclusions of the review report on fenpropidin, and in particular Appendices

I and II thereof, as finalised in the Standing Committee on the Food Chain

and Animal Health on 14 March 2008 shall be taken into account.

In this overall assessment Member States must pay particular attention to:

— the operator and worker safety and ensure that conditions of use prescribe
the application of adequate personal protective equipment,

— the protection of aquatic organisms and must ensure that the conditions of
authorisation include, where appropriate, risk mitigation measures such as
buffer zone.

The Member States concerned shall request the submission of:

— information to further address the long-term risk to herbivorous and
insectivorous birds arising from the use of fenpropidin.

They shall ensure that the notifier provides such confirmatory data and

information to the Commission within two years from the entry into force

of this Directive.
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190

Quinoclamine
CAS No 2797-51-5
CIPAC No 648

2-amino-3-chloro-
1,4-naphthoquinone

> 965 g/kg
impurity:

dichlone (2,3-
dichloro-1,4-naph-
thoquinone) max.
15 g/kg

1 January
2009

31 December
2018

PART A
Only uses as herbicide may be authorised.
PART B

In assessing applications to authorise plant protection products containing
quinoclamine for uses other than ornamentals or nursery plants, Member
States shall pay particular attention to the criteria in Article 4(1)(b), and
shall ensure that any necessary data and information is provided before
such an authorisation is granted.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on quinoclamine, and in particular
Appendices | and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 14 March 2008 shall be taken into
account.

In this overall assessment Member States must pay particular attention to:

— the operator, worker and bystander safety and ensure that conditions of
use prescribe the application of adequate personal protective equipment,

— the protection of aquatic organisms,
— the protection of birds and small mammals.

Conditions of use shall include adequate risk mitigation measures, where
appropriate.

VY M100

191

Chloridazon
CAS No 1698-60-8
CIPAC No 111

5-amino-4-chloro-2-
phenylpyridazin-
3(2H)-one

920 g/kg

The manufac-
turing impurity 4-
amino-5-chloro-
isomer is
considered to be
of  toxicological

concern and a
maximum  level
of 60 gkg is
established.

1 January
2009

31 December
2018

PART A

Only uses as herbicide in application max. of 2,6 kg/ha only every third year
on the same field may be authorised.

PART B

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on chloridazon, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 4 December 2007 shall be taken into account.
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In this overall assessment Member States must pay particular attention to:
— the operator safety and ensure that conditions of use prescribe the appli-
cation of adequate personal protective equipment,
— the protection of aquatic organisms,
— the protection of the groundwater, when the active substance is applied in
regions with vulnerable soil and/or climatic conditions.
Conditions of authorisation should include risk mitigation measures and
monitoring programmes should be initiated to verify potential groundwater
contamination from metabolites B and Bl in vulnerable zones, where appro-
priate.
VY M105
192 | Tritosulfuron 1-(4-methoxy-6- > 960 g/kg 1 December | 30 November |PART A
CAS No 142469-14-5 :r%ﬂu'orgmflz)thg/l(-zlﬁj- The following 2008 2018 Only uses as herbicide may be authorised.
rlazin-2-yl)->-(=- manufacturin
CIPAC No 735 trifluoromethyl- impurity isg of PART B
benzenesulfonyl)urea toxicological For th; implementation' of the uniform principles of Am}ex VIz the
concern and must conclusions of the review report on tritosulfuron, and in particular
not exceed a Appendice.s I and H. thereof, as finalised in the Standing Committee on the
certain amount in Food Chain and Animal Health on 20 May 2008 shall be taken into account.
the technical In this overall assessment Member States must pay particular attention to:
material: — the potential for groundwater contamination, when the active substance is
2-Amino-4- applied in regions with vulnerable soil and/or climatic conditions,
methoxy-6-(triflu- — the protection of aquatic organisms,
ormethyl)-1,3,5- .
triazine: — the protection of small mammals.
<02 g/ke Conditions of use shall include risk mitigation measures, where appropriate.
VM108
193 | Flutolanil 0,0, 0-trifluoro-3'- > 975 g/kg 1 March 2009 | 28 February |PART A
CAS No 66332-96-5 isopropqu-o- 2019 Only uses as fungicide may be authorised.
CIPAC No 524 toluanilide PART B

In assessing applications to authorise plant protection products containing
flutolanil for uses other than potato tuber treatment, Member States shall pay
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particular attention to the criteria in Article 4(1)(b), and shall ensure that any

necessary data and information is provided before such an authorisation is

granted.

For the implementation of the uniform principles of Annex VI, the

conclusions of the review report on flutolanil, and in particular Appendices

I and II thereof, as finalised in the Standing Committee on the Food Chain

and Animal Health on 20 May 2008 shall be taken into account.

In this overall assessment Member States must pay particular attention to:

— the protection of groundwater, when the active substance is applied in
regions with vulnerable soil and/or climatic conditions.

Conditions of authorisation should include risk mitigation measures, where

appropriate.

194

Benfluralin
CAS No 1861-40-1
CIPAC No 285

N-butyl-N-ethyl-
a,0,0-trifluoro-2,6-
dinitro-p-toluidine

> 960 g/kg
Impurities:

— ethyl-butyl-
nitrosamine:
max. 0,1 mg/kg]

1 March 2009

28 February
2019

PART A
Only uses as herbicide may be authorised.
PART B

In assessing applications to authorise plant protection products containing
benfluralin for uses other than lettuce and endive, Member States shall pay
particular attention to the criteria in Article 4(1)(b), and shall ensure that any
necessary data and information is provided before such an authorisation is
granted.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on benfluralin, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 20 May 2008 shall be taken into account.

In this overall assessment Member States must pay particular attention to:

— the protection of the operators' safety. Authorised conditions of use must
prescribe the application of adequate personal protective equipment and
risk mitigation measures to reduce the exposure,

— the residues in food of plant and animal origin and evaluate the dietary
exposure of consumers,
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— the protection of birds, mammals, surface waters and aquatic organisms.
In relation to these identified risks, risk mitigation measures, such as
buffer zones, should be applied where appropriate.

The Member States concerned shall request the submission of further studies
on rotational crops metabolism and to confirm the risk assessment for meta-
bolite B12 and for aquatic organisms. They shall ensure that the notifiers at
whose request benfluralin has been included in this Annex provide such
studies to the Commission within two years from the entry into force of
this Directive.

195

Fluazinam
CAS No 79622-59-6
CIPAC No 521

3-chloro-N-(3-
chloro-5-trifluor-
omethyl-2-pyridyl)-
a,a,o-trifluoro-2,  6-
dinitro-p-toluidine

> 960 g/kg
Impurities:
5-chloro-N-(3-
chloro-5-trifluor-
omethyl-2-
pyridyl)-a,0,0-
trifluoro-4,6-
dinitro-o-toluidine
— not more than
2 g/kg

1 March 2009

28 February
2019

PART A
Only uses as fungicide may be authorised.
PART B

In assessing applications to authorise plant protection products containing
fluazinam for uses other than potatoes, Member States shall pay particular
attention to the criteria in Article 4(1)(b), and shall ensure that any necessary
data and information is provided before such an authorisation is granted.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on fluazinam, and in particular Appendices
I and II thereof, as finalised in the Standing Committee on the Food Chain
and Animal Health on 20 May 2008 shall be taken into account.

In this overall assessment Member States must pay particular attention to:

— the protection of the operators' and workers' safety. Authorised conditions
of use must prescribe the application of adequate personal protective
equipment and risk mitigation measures to reduce the exposure,

— the residues in food of plant and animal origin and evaluate the dietary
exposure of consumers,

— the protection of aquatic organisms. In relation to this identified risk, risk
mitigation measures, such as buffer zones, should be applied where
appropriate.
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The Member States concerned shall request the submission of further studies
to confirm the risk assessment for aquatic organisms and soil macro-
organisms. They shall ensure that the notifiers at whose request fluazinam
has been included in this Annex provide such studies to the Commission
within two years from the entry into force of this Directive.

196

Fuberidazole
CAS No 3878-19-1
CIPAC No 525

2-(2'-furyl)benzi-
midazole

> 970 g/kg

1 March 2009

28 February
2019

PART A
Only uses as fungicide may be authorised.
PART B

In assessing applications to authorise plant protection products containing
fuberidazole for uses other than seed dressing, Member States shall pay
particular attention to the criteria in Article 4(1)(b), and shall ensure that
any necessary data and information is provided before such an authorisation
is granted.

For the implementation of the uniform principles of Annex VI, the
conclusions of the review report on fuberidazole, and in particular
Appendices I and II thereof, as finalised in the Standing Committee on the
Food Chain and Animal Health on 20 May 2008 shall be taken into account.

In this overall assessment Member States must pay particular attention to:

— the operator safety and ensure that conditions of use prescribe the appli-
cation of adequate personal protective equipment,

— long-term risk to mammals and must ensure that the conditions of auth-
orisation include, where appropriate, risk mitigation measures. In such
case the use of adequate equipment ensuring a high degree of incor-
poration in soil and a minimisation of spillage during application
should apply.

Conditions of use shall include adequate risk mitigation measures, where
appropriate.

197

Mepiquat
CAS No 15302-91-7
CIPAC No 440

1,1-dimethylpiperi-
dinium chloride
(mepiquat chloride)

> 990 g/kg

1 March 2009

28 February
2019

PART A

Only uses as plant growth regulator may be authorised.
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PART B

In assessing applications to authorise plant protection products containing
mepiquat for uses other than in barley, Member States shall pay particular
attention to the criteria in Article 4(1)(b), and shall ensure that any necessary
data and information is provided before such an authorisation is gr