Statutory Instruments.

SI.No. 224 of 2005

European Communities (Authorization, Placing on the M arket,
Use and Controal of Plant Protection Products) (Amendment) (No. 2)
Regulations 2005

DUBLIN
PUBLISHED BY THE STATIONERY OFFICE
To be purchased directly from the
GOVERNMENT PUBLICATIONS SALES OFFICE
SUN ALLIANCE HOUSE, MOLESWORTH STREET, DUBLIN 2
Or by mail order from
GOVERNMENT PUBLICATIONS, POSTAL TRADE SECTION,
51 ST. STEPHEN'SGREEN, DUBLIN 2
(Tel: 01-6476834/35/36/37; Fax: 01 6476843)
or through any booksdller.

(Prn. A5/0645) Price €3.81

PDF created with FinePrint pdfFactory trial version http://www.pdffactory.com



http://www.pdffactory.com

SI.No. 224 of 2005

EUROPEAN COMMUNITIES (AUTHORIZATION, PLACING ON THE MARKET, USE AND
CONTROL OF PLANT PROTECTION PRODUCTS) (AMENDMENT) (NO. 2) REGULATIONS, 2005

I, Mary Coughlan, Minister for Agriculture and Food , in exercise of the powers conferred on me by section 3 of
the European Communities Act, 1972 (No. 27 of 1972), for the purpose of giving further effect to Council Directive
No 91/414/EEC of 15 July 1991 * and of giving full effect to Commission Regulation (EC) No 1112/2002 of 20

June 2002 ? and Commission Regulation (EC) No 2229/2004 of 3 December 2004° hereby make the following
Regulations:

Citation

1 D These Regulations may be cited as the European Communities (Authorization, Placing on the
Market, Use and Control of Plant Protection Products) (Amendment) (No. 2) Regulations, 2005.

2 The European Communities (Authorization, Placing on the Market, Use and Control of Plant
Protection Products) Regulations, 2003 (S.I. No 83 of 2003),

the European Communities (Authorization, Placing on the Market, Use and Control of Plant
Protection Products) (Amendment) Regulations, 2003 (S.I. No 357 of 2003),

the European Communities (Authorization, Placing on the Market, Use and Control of Plant
Protection Products) (Amendment) (No. 2) Regulations, 2003 (S.I. No 702 of 2003),

the European Communities (Authorization, Placing on the Market, Use and Control of Plant
Protection Products) (Amendment) Regulations, 2004 (S.1. No 197 of 2004),

the European Communities (Authorization, Placing on the Market, Use and Control of Plant
Protection Products) (Amendment) (No. 2) Regulations, 2004 (S.I. No 498 of 2004),

the European Communities (Authorization, Placing on the Market, Use and Control of Plant
Protection Products) (Amendment) (No. 3) Regulations, 2004 (S.I. No 580 of 2004),

the European Communities (Authorization, Placing on the Market, Use and Control of Plant
Protection Products) (Amendment) (No. 4) Regulations, 2004 (S.I. No 581 of 2004),

the European Communities (Authorization, Placing on the Market, Use and Control of Plant
Protection Products) (Amendment) (No. 5) Regulations, 2004 (S.I. No 650 of 2004),

the European Communities (Authorization, Placing on the Market, Use and Control of Plant
Protection Products) (Amendment) (No. 6) Regulations, 2004 (S.I. No 651 of 2004),

the European Communities (Authorization, Placing on the Market, Use and Control of Plant
Protection Products) (Amendment) (No. 7) Regulations, 2004 (S.I. No 710 of 2004),

the European Communities (Authorization, Placing on the Market, Use and Control of Plant
Protection Products) (Amendment) Regulations, 2005 (S.I. No 176 of 2005) ard

! 0J.No.L230 19/08/1991 p1

2 0.J.No.L168 27/06/2002 pl4
3 0.J.No.L379 24/12/2004 p13
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these Regulations may be cited together as the European Communities (Authorization, Placing on
the Market, Use and Control of Plant Protection Products) Regulations, 2003 to 2005.

2 D In these Regulations-

"the principa Regulations' means the European Communities (Authorization, Placing on the
Market, Use and Control of Plant Protection Products) Regulations, 2003, (S.I. No. 83 of 2003);

)] In these Regulations, unless otherwise indicated -
@ areference to a Regulation is areference to a Regulation of these Regulations,

(b) areference to a paragraph or subparagraph is areference to a paragraph or subparagraph of
the provision in which the reference occurs,

() areference to a Schedule is areference to a Schedule of the Principal Regulations.

(©)] A referenceto a Directive isto the Directive as amended or extended.

3 Regulation 2(1) of the Principal Regulations is amended by substituting for the definitions “notified”
and “register of plant protection products’ the following -

“ ‘notified’ in the case of a plant protection product on the market on or before the 2™ December
1985 means the packaging, including any label or container used with the package, and basic
information as to the nature and composition of any such plant protection product on the market and
as to the producer or the manufacturer of each plant protection product which has been submitted and
approved by the Minister under the Regulations of 2001, and cognate words shall be construed
accordingly,

‘notified’ in the case of an adjuvant for use with a plant protection product, a plant protection product
containing a macro-organism, or a plant protection product containing only active substances listed in
Annex | of Commission Regulation (EC) No 1112/2002 of 20 June 2002 means -

a) thepackaging, including any label or container used with the package,

b) basic documentation and information as to the nature and composition of any such adjuvant or
plant protection product, and asto the producer or manufacturer of each such adjuvant or plant
protection product,

has been submitted to and been approved by the Minister and cognate words shall be construed
accordingly;

‘register of plant protection products means alist established under paragraph (5) of Regulation 21;”

4 The Principal Regulations are amended by substituting for Regulation 4 the following -

“4(1) A person shall not place aplant protection product on the market, cause or permit another person to
place aplant protection product on the market, use the product or cause or permit another person to
use the product unless it has been included in the register of plant protection products and these
Regulations are complied with.
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(2) A person shal not place aplant protection product on the market if -

(@ thenet quantity of a plant protection product in a container is less than the quantity stated on
the container, or

(b) afastening or container used to package the plant protection product has been tampered
with.”

5 The Principal Regulations are amended by substituting for Regulations 5 the following: -

“5 (1) A plant protection product referred to in Regulation 3 (1) (&) of the Regulations of 2001, classified
in accordance with those Regulationsis-

(@ exempt from Regulation 11 (2) (a) and (b), and Regulation 25 of the Regulations of 2001,
and

(b) considered to comply with Regulations 11 (1), 12 and 13 of the Regulations of 2001

where it has been authorized under these Regulations.

(2) A plant protection product referred to in Regulation 3 (1) (@) of the Regulations of 2001 that ison
the market before the making of these Regulations or that is notified in accordance with these
Regulations may subject to the provisions of the Regulations of 2001, be placed on the market
until:-

(@ approva of the record of the studies conducted and the information, documentation and
materials submitted for approval under Regulation 11 (2) (a) or (b) of the Regulations of
2001 has been refused and clearance under those Regulations has been refused, or

(b) itisauthorized or isrefused an authorization under these Regulations.

(3) Notwithstanding Regulations 8, 13 and 18, in the case of a plant protection product which is not on
the market before these Regulations come into effect, permission may be granted by the Minister on
approvd of an accurate record of studies, information, supporting documentation and materias, as
set out from time to time by the Minister, to market and use such a plant protection product, where
application is made and -

(@ the plant protection product is similar in terms of its active substance or active substances to
one or more plant protection products placed on the market in accordance with these
Regulations, and the proposed uses of the plant protection product are encompassed by those
of the product or products with which comparison is made,

(b) the plant protection product contains a least one active substance not present in a plant
protection product authorized in accordance with these Regulation,

(c) a least one active substance in the plant protection product is included in the review

programme for existing active substances pursuant to Article 8.2 of the Directive of 1991
and has not yet been included in Annex |,
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(d)  none of the active substances in the plant protection product have been refused inclusion in
Annex I,

(e) the plant protection product warrants the same or aless severe hazard classification than the
plant protection product or products referred to in subparagraph (a),

(f)  the plant protection product is considered to involve no greater risk for man, animals or for
the environment than the plant protection product or products referred to in subparagraph

(a), and

(9 where comparison is made with two or more plant protection products used as a tank mix,
the approved label for one of the products must include a recommendation for such tank-
mixing,

unless the periods specified in Regulation 10 have not yet expired for information referred to in
Regulation 8 (3) (a) and (b).

(4) Notwithstanding Regulations 13 and 18, in the case of a plant protection product for which an
application for authorization has been made under Regulation 8, authorization for a specified
period not exceeding 12 months may be granted if -

@ () the active substances in the plant protection product are included in Annex | to the
Directive of 1991,

(i) a detailed assessment of the data referred to in Regulation 8 (4) (a) and (b) prepared
by the competent authority of the Member State responsible for its evauation on
behalf of the Commission is available to the Minister,

(iii) a dealed assessment comparable to that referred to in subparagraph (i)
prepared by another Member Stateis available to the Minister, or

(iv) in the case of a plant protection product intended for one or more minor uses an
acceptable daily intake (ADI) value and/or an acute reference dose (ARfD) has been
established for each relevant active substance,

(b) anactivesubstancein the plant protection product has not been refused inclusion in Annex
| to the Directive of 1991,

(c) the plant protection product has been authorized or granted an extension in field of
application for the proposed use or uses in another Member State and a copy of the
certificate of authorization or extension and of the approved labd in that Member State for
the plant protection product is provided to the Minister,

(d)  the proposed uses of the plant protection product are—

Q) uses considered for the purposes of including an active substance in Annex | to the
Directive of 1991,

(ii)  usesconsidered for assessment asreferred to in subparagraph (a), or

(iii)  uses considered for the purposes of granting the authorization or extension in field of
application referred to in subparagraph (c),
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(e) at least one of the uses for which authorization is sought is considered, in the opinion of the
Minister, to be an essentia use.

An authorization for a specified period granted in accordance with paragraph 4 may on application
made be renewed for further periods of up to 12 months”

6 The Principal Regulations are amended by substituting for Regulations 8, 9, 10, 11, 12 and 13 the
following:

“8 (1)

@)
©)
4

©)

(6)

An application for authorization shall be made by or on behalf of the person responsible for first
placing the plant protection product on the market.

An applicant for an authorization shall be established in aMember State.
An agpplication shall be in such form and contain such information as the Minister may require
An application for authorization of aplant protection product shal include

(@ adosser satisfying, in thelight of current scientific and technical knowledge, the
requirements set out in Annex |11 of the Directive of 1991,

(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 Il of the
Directive of 1991,

(c) samples of the packaging and modds, drafts or samples of labelling and leaflets referred to
in Regulations 22 and 23,

(d) samples of the plant protection product and each active substance therein and standards for
each such active substance, aswell asfor

(i) impurities and formulants of toxicologica or environmental significance, and
(i) transformation products of the active substance included in the residue definition, and
(e)  any other matter that the Minister may require.

The tests and analyses conducted for the purposes of compiling dossiersreferred to in paragraph (4)
(a), shdl be carried out under agriculturd, plant health and environmertal conditions

(@ reevant to use of the plant protection product in question,

(b)  representative of those prevailing where the product isintended to be used, and

and shall be officially recognized tests and analyses.

Notwithstanding paragraph (3) and subject to Regulation 10 -

(@ an applicant is exempt from supplying information required under paragraph 4 (b), except
for that identifying the active substance, if the active substance is already listed in Annex | to

the Directive of 1991, taking into account the conditions of inclusion in Annex | to the
Directive of 1991, and does not differ significantly in degree of purity and nature of
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impurities, from the composition registered in the dossier complying with Annex Il to the
Directive of 1991 accompanying the original application, and

(b) inthe case of aplant protection product aready authorized in another Member State, at the
request of an applicant, who must substantiate the claim to comparability with documentary
evidence, an applicant shall be exempted from repeating tests and analyses dready carried
out in connection with the authorization of the product, to the extent that agricultural, plant
hedlth and environmental (including climatic) conditions relevant to the use of the product
are comparable in the regions concerned.

Subject to Regulation 10, an gpplication for authorization of a plant protection product in
accordance with Regulation 13 (2), taking account of the agricultural, plant hedth and
environmentd (including climatic) conditions relevant to the use of the product in the regions
concerned, shall be supported with a clam as to the comparability of the regions concerned and
shall be supported with documentary evidence to support any such claim.

The Minister shall not consider an incompl ete application.

Notwithstanding Regulations 8 and 10, an applicant for authorization of a plant protection product
shall, before carrying out experiments involving vertebrate animals, enquire of the Minister -

(@  whether the plant protection product for which an gpplication isto be made is the same asa
plant protection product for which authorization has been granted, and

(b) astothe name and address of the authorization holder.

If the Minigter is satisfied on the basis of documentary evidence provided that the prospective
applicant intends to apply for authorization on his or her own behaf and that the other information
specified in Regulation 8 (4) is available to him or her for use on his or her behaf, the Minister
shal provide the name and address of any holder of a previous relevant authorization and shall at
the same time inform that holder of the name and address of the applicant.

The holder of a previous authorization and the applicant shal take dl reasonable steps to reach
agreement on the sharing of information so as to avoid the duplication of testing on vertebrate
animals.

If dataisto be submitted with aview to inclusion in Annex | to the Directive of 1991 of an active
substance on the market as a congtituent of a plant protection product before 25 July 1993, the
Minister shall encourage applicants to cooperate in the provision of the requested data, with aview
to limiting the duplication of testing on vertebrate animals.

If gpplication is made for the inclusion in Annex | to the Directive of 1991 of an active substance
on the market as a congtituent of a plant protection product before 25 July 1993, an applicant shall
take al reasonable steps to reach agreement on -

(@  shaing of rdevant data and information, and

(b)  submission collectively of all the data and information concerned.

This Regulation is in addition to and not in substitution for the Cruelty to Animas Act 1876

41876, c. 77
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Information contained in adossier referred to in Regulation 8 (4) (b) shall not be used to the benefit
of another applicant unless-

(@ theapplicant has agreed with the first gpplicant that use may be made of the information and
the first applicant has submitted written confirmation of the agreement, or

(b) 10 years have dapsed from the first inclusion in Annex | to the Directive of 1991 of an
active substance first placed on the market in a Member State as a congtituent of a plant
protection product after 24 July 1993, or

(©) 10 years have elapsed from the date of first marketing within the territory of the State of an
active substance as a condituent of a plant protection product which was on the market
before 25 July 1993, and

(d)  Subject to paragraph (2), 5 years have apsed from the date of decision in the case of further
information that is generated specifically for and is necessary -

(i)  for firstinclusion of an active substance in Annex | to the Directive of 1991, or

(i) to vary the conditions for, or to maintain, the incluson of an active substance in
Annex | to the Directive of 1991.

If the period of 5 years provided for in paragraph (1) (d) expires before the periods provided for in
paragraphs (1) (b) and (c) the period of 5 years shal be extended so asto expire on the same date as
those periods.

Information contained in adossier referred to in Regulation 8 (4) (&) shal not be used to the benefit
of another applicant unless-

(& theapplicant has agreed with the first gpplicant that use may be made of the information and
thefirst applicant has submitted written confirmation of the agreement,

(b) 10 years have dapsed from the first authorization or marketing of the plant protection
product in any Member State, where authorization follows the inclusion in Annex | to the
Directive of 1991 of any active substance contained in the product, or

(c) 10 years have dapsed from the date of first marketing within the territory of the State of a
plant protection product where such marketing precedesinclusion in Annex | to the Directive
of 1991 of any active substance contained in the product.

Paragraphs (1), (2) and (3) apply to data and information submitted under the Regulations of 2001.

The Commission shall be informed of each instance in which an application for authorization of a
plant protection product is being considered and an active substance concerned is considered to be
listed in Annex |, that 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 I.

In each instance referred to in paragreph (5), al data regarding the identity and impurities of the
active substance concerned shall be transmitted to the Commission.
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An applicant for authorization of a plant protection product, who claims that certain information
submitted in accordance with Regulaion 8, includes information involving industrial or
commercial secrets, may apply for the information to be treated as confidential.

An gpplication shal identify the information concerned and shall include a statement justifying the
application that it be treated as confidential.

Subject to paragraphs (4) and (5) and without prejudice to Council Directive 90/313/EEC of 7 June

19905, the Minister shall ensure that information referred to in paragraph (1) is treated as
confidential where he or she shall accepts that such treatment isjustified.

Confidentiality shall not apply to -
(@ thenameand content of an active substance;
(b)  the name of the plant protection product,

(c) thename of any other substance which is regarded as dangerous under the Directive of 1967
or the Directive of 1999,

(d)  physico-chemica data concerning the active substance and plant protection product,
(e) any method of rendering the active substance or plant protection product harmless,

(f) asummary of the results of tests to establish the efficacy of the substance or product and
harmlessness to humans, animals, plants or the environment,

(g9 any recommended method and precautions to reduce handling, storage, transport, fire or
other hazards,

(h)y  any method of analysis accepted under Article 4(1) (c) and (d) and 5(1) of the Directive of
1991,

(i)  any method of disposal of aproduct or its packaging,

(j)  any decontamination procedure to be followed in the case of accidental spillage or leakage,
or

(k)  first aid and medica treatment to be given in the case of injury to persons.

If an applicant discloses previoudly confidentid information, he or she shall inform the Minister of
thefact.

The Minister shall consider a completed application for authorization of a plant protection product
and inform the applicant within a reasonable period, of his or her decision to authorize the product
or refuse the application.

In the case of applications involving one or more active substances not on the market in a Member
State as a condtituent of a plant protection product before 25 July 1993 and not subsequently

5 0.J No. L158

28/6/1990, p. 56
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included in Annex | to the Directive of 1991, the Minister shall, without undue delay, assess the
information provided to determine if the requirements specified in Regulation 8 (4) have been
satisfied.

For each such application referred to in Paragraph (2) beieved to satisfy the requirements of
Annex 1 to the Directive of 1991, the Minister shal require the applicant to forward the dossier to
the other Member States and to the Commission together with a dossier complying with Annex 111
to the Directive of 1991 on at |east one preparation containing that active substance.

If, under paragraph (3), an gpplicant is required to forward a dossier believed to satisfy Annex
Il to the Directive of 1991 together with a dossier complying with Annex |l to the Directive

of 1991 on a least one preparation containing the active substance, the Minister shall, under
Article 6.3 of the Directive of 1991, request the Commisson to establish whether the dossier

13 (1)

@)

satisfies Annex |l and Annex |1l to the Directive of 1991, under the procedure provided for in
that Article.

Subject to Regulation 19 and paragraph (3) the Minister shdl only authorize the placing on the
market and use of any plant protection product where-

(@ each active substance contained in the product is listed in Annex | to the Directive of 1991
and any condition laid down therein isfulfilled,

(b) following application of Annex VI to the Directive of 1991, Article 4 (1) (b), (c), (d) and (€)
of the Directive of 1991 are satisfied,

(©) where rdevant, maximum residue levels in the agricultura products referred to in the
authorization have been elaborated and notified to the Commission, and

(d) itspackaging and labdling satisfy Regulations 22 and 23.

Subject to paragraphs (3) and (4), if a plant protection product, authorized under the Directive of
1991 in another Member State, contains only active substancesincluded in Annex | to the Directive
of 1991, at the request of the applicant, the Minider, to the extent that Annex VI to the Directive of
1991 has been adopted under Article 23 of the Directive of 1991, may authorize the placing on the
market and use of the product, if it has been established to the satisfaction of the Minister that the
agricultural, plant health and environmental (including climatic) conditions relevant to the use of
the product are comparablein the regions concerned.

(3) The Minister may impose conditions and restrictions on use to avoid exposure of consumersto risks

4

©)

of dietary contamination in excess of the acceptable daily intake of a residue of a plant protection
product and to take account of differencesin dietary patterns.

An authorization granted under this Regulation may, with the agreement of the applicant, be
subject to changes in the conditions of use in order to render, in the regions concerned, any non-
comparable agricultural, plant health or environmenta (including climatic) conditions irrelevant for
the purpose of comparability.

The Minister may attach such conditions and restrictions to an authorization, as are, in his or her
opinion, necessary and relevant to ensure:

(@ compliancewith Article 4 (1) (b) of the Directive of 1991, and
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(b)  that maximum residue levels are not exceeded.

(6) An authorization granted under this Regulation shall be valid for a period not exceeding 10 years.”

7 The Principa Regulations are amended by substituting for Regulation 15 the following:

“15(1) Notwithstanding Regulation 13 (1) () and subject to Regulation 19, a person may apply, under
Regulation 8 for an authorization for a provisiona period for the placing on the market and use of a
plant protection product containing an active substance not listed in Annex | to the Directive of
1991 and not available on the market as a congtituent of a plant protection product before 25 July
1993.

(2) The Minister may grant an authorization to which paragraph (1) refers for a period not exceeding
threeyears, if -

(@ following application of Article 6 (2) and (3) of the Directive of 1991, it is found that the
dossier on the active substance satisfies Annexes Il and 1l of the Directive of 1991 in
relation to the projected uses,

(b) the active substance can satisfy Article 5 (1) of the Directive of 1991 and that the plant
protection product may, in the opinion of the Minister, be expected to satisfy Regulation 13
(1) (b) and (c); and

(c) itspackaging and labelling satisfy Regulations 22 and 23.

(3) Where authorization for a provisional period is granted, the other Member States and the
Commission shall immediately be informed of the assessment carried out and of the terms of each
authorization granted.

(4) Notwithstanding paragraph (2), where on expiry of an authorization for a provisiona period, a
decision has not been taken concerning the inclusion of an active substance in Annex | to the
Directive of 1991, the Minister may grant afurther period of provisional authorization of a duration
consigtent with the period provided in accordance with the final paragraph of Article 8(1) of the
Directive of 1991.”

8 The Principal Regulations are amended by substituting for Regulations 18 and 19 the following:

“18(1) Subject to Regulation 19 (7), during the period to 25 July 2003 or other period laid down in
accordance with Article 8(2) of the Directive of 1991, Commission Regulation (EC) No.
2076/2002 of 20 November 20026 or Commission Decision of 2003/565/EC of 25 July 20037, an
application may be made to the Minister for authorization of a plant protection product under
Regulation 8 in respect of a product containing an active substance not listed in Annex | to the
Directive of 1991 that was on the market as a congtituent of a plant protection product before 25
July 1993 and was included in the register of plant protection products.

®0J. No.L319  23/11/2002,p. 3
70J.No.L 192  31/7/2003, p. 40
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Pending the review of the active substances under Article 8 (2) of the Directive of 1991, an
application made under paragraph (1) shall be examined by the Minister who will decide thereon
within areasonable period.

In deciding on an application under paragraph (1), the Minister shal only authorize the placing on
the market and use of aplant protection product if -

(@ following application of Annex VI to the Directive of 1991, the requirements of Article4 (1)
(b), (c), (d) and (€) of the Directive of 1991 are satisfied,

(b)  where rlevant, a maximum residue level in the agricultura products referred to in the
authorization has been notified to the Commission, and

(c) itspackaging and labelling satisfy Regulations 22 and 23;

An authorization granted under this Regulation shall be valid for a period not exceeding 10 years.

Where an gpplication is made for the renewd of an authorization using forms as spedfied from
time to time by the Minister and is supported with the documentation specified in Regulation 8 (4)
and where relevant, the documentation specified in Regulation 8 (6) (b), the authorization shall be
renewed where the Minigter has verified that the requirements of Regulation 13 (1) are till
satified. Renewa shall be granted for the period necessary for such verification, where an

application for such renewal has been made.

Where an application is made for the renewal of an extension of the field of gpplication of an
authorization using forms as specified from time to time by the Minister and is supported with the
documentation specified in Regulation 16 (2) (a), an extension shall be renewed where the Minister
has verified that the requirements of Regulation 16 (2) are still satisfied. Renewa shall be granted
for the period necessary for such verification, where an application for such renewd has been made.

An authorization may be reviewed at any time by the Minister and he or sheshall require the holder
of the authorization concerned, or party to whom an extension of the field of application was
granted, to submit further information necessary for completion of the review. An authorization,
whether or not for a provisiona period, shall where necessary be extended for the period necessary
for the provision of such further information or to complete the review.

Where an gpplication is made by the holder of an authorization for its modification using aform as
determined from time to time by the Minister and is supported with a statement asto the reasonsfor
the proposed modification and with the documentation specified in Regulation 8, an amendment to
the authorization may be granted where the Minister has verified that the reguirements of
Regulation 13 (1), Regulation 15 (2) and Regulation 18 (3), as appropriate, are still satisfied.

Where an application is made by the holder of an authorization for its revocation using a form as
determined from time to time by the Minister and is supported with a statement as to the reasonsfor
revocation, the Minister shal revoke the authorization.
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(6) Without prejudice to decisions taken pursuant to Regulation 13 (2), the Minister may:
(@ revokean authorization if he or sheis of the opinion that -

(i)  therequirementsfor obtaining the authorization are not, or are no longer, satisfied;
or
(ii) fase or mideading particulars were supplied concerning the facts on the basis of
which the authorization was granted,
or

(b)  modify an authorization if it is established that on the basis of devel opmentsin scientific and
technical knowledge that the manner of use and amounts used can be modified.

(7) Following the evauation of a dossier referred to in Article 6 (3) of the Directive of 1991, the
Minister shdl, within 6 months-

(@ where it has been decided that the active substance does not satisfy the requirements
specified in Article 5 (1) of the Directive of 1991, cancel any authorization granted in
accordance with Regulations 13 or 15 (2) for plant protection products containing the active
substance, and

(b) where it has been decided to include the active substance in Annex | of the Directive of
1991, modify any authorization granted in accordance with Regulations 13 or 15 (2) and
modify any extension of the field of application of any authorization granted in accordance
with Regulation 16, for each plant protection product containing the active substance, such
that the conditions and restrictions associated with inclusion of the active substance in Annex
| of the Directive are complied with.

(8) If the Minister has reason to consider that a plant protection product has been authorized under
Regulation 13 (1) or (2) or Regulation 15 (2), constitutes a risk to human or anima health or the
environment, he or she shal provisondly restrict or prohibit the use and/or sale of that product and
immediately inform the Commission and the other Member States of the action and the reasons for
the action.

(9) Following the review of an active substance in accordance with Article 8 (2) of the Directive of
1991, the Minister shdl -

(@ within 6 months of the completion of each such review, where a decision is taken not to
include an active substance in Annex |,

(i)  inthe case of plant protection products containing the active substance and included
on the register of plant protection products prior to 1 October 1994, cancel each
notification accepted and each clearance and permission to market granted in
accordance with the Regulations of 2001,

(i) cancd each authorization granted in accordance with Regulation 18 and each
permission granted in accordance with Regulaion 5 (3), for each plant protection
product containing the active substance;

(b)  within 6 months of the completion of each such review, where adecision is taken to include
an active substancein Annex |,

(i) inthe case of a plant protection product containing the active substance included on
the register of plant protection products prior to 1 October 1994 -
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() cancd each relevant notification accepted, and each clearance and
permission to market granted in accordance with the Regulations of 2001, for
each plant protection product containing the active substance concerned, where
in accordance with Regulation 10, information referred to in Regulation 8 (3),
may not be used to support its authorization, unless the information concerned
isprovided in accordance with subparagraph (c),

(I modify each notification accepted, and each clearance and permission to
market granted in accordance with the Regulations of 2001, for each plant
protection product concerned, such that the conditions and redtrictions
associated with inclusion of the active substance in Annex | are complied with,

(ii) in the case of an authorization granted in accordance with Regulation 18 and a
permission granted in accordance with Regulation 5 (3), for a plant protection product
containing the active substance,

() cance the authorization or permission to market, as appropriate, wherein
accordance with Regulation 10, information referred to in Regulation 8 (3),
may not be used to support the authorization or permission, unless the
information concerned is provided in accordance with subparagraph (c),

(I modify the authorization or permission to market for each product
concerned, such that the conditions and restrictions associated with inclusion of
the active substance in Annex | are complied with; and

(c) where a decision is taken to include an active substance in Annex |, in the case of plant
protection products containing only that active substance or containing that active substance
and other active substance all of which are included in Annex | -

(i)  require persons marketing a plant protection products containing the active substance
and included on the register of plant protection products prior to 1 October 1994, to
make application for its authorization in accordance with these Regulations, at atime
specified by the competent authority,

(ii)  inthe case of an authorization granted in accordance with Regulation 18 or permission
granted in accordance with Regulation 5 (3) for a plant protection product containing
the active substance, require persons marketing the product concerned to make
application for its authorization in accordance with these Regulations, a a time
specified by the competent authority,

(iii) incasesreferred to in subparagraphs (i) and (ii), subject to the provisions of paragraph
(13), examine, and authorize, or not, each plant protection product concerned in
accordance with these Regulations, by the date specified by the Commission, provided
that it has the necessary scientific and technical resources at its disposd.

(10) Following the adoption of areduced maximum residue level or the adoption of a maximum residue
level a or about the limit of quantification for the residue concerned, the Minister shall where
necessary modify or revoke authorizations, extensions of the field of application, permissions to
market, or notifications granted under these Regulations, or clearances, permissions to market, or
notifications granted under the Regulations of 2001, to ensure that the approved uses for relevant
products are encompassed by the uses considered for the establishment of any such maximum
residuelevel.
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(11) If an authorization is revoked under this Regulation, the Minister shal immediately inform the
holder of the authorization of its revocation.

(12) The Minister may grant a period for the disposal, storage, placing on the market and use of existing
stocks.”

9 The Principal Regulations are amended by substituting for Regulation 21 the following:

“21 The Minister shall draw up and maintain alist of the plant protection products that may be placed on
the market and used in the State and shall on an annua basis communicate that list to the competent
authorities of the other Member States and to the Commission.”

10 The Principa Regulations are amended by substituting for Regulations 24, 25, 26, 27 and 28 the
following:

“24 (1) A person shal not place a plant protection product on the market for use in experiment or tests or
use the product in experiments and tests, other than under atrials authorisation where-

(@ thetesting or experimentation isfor research or development purposes, and
(@ thetestsor experiments concerned involve any rel ease into the environment of an
(i)  unauthorized plant protection product, or
(i)  authorized plant protection product for an unauthorized use, and
the experiments and tests are carried out in a manner asthe Minister may require from time to time

(2) This Regulation, in relation to authorization of plant protection products for trids purposes, shall
not apply to experiments or tests covered by Part B of Council Directive No. 90/220/EEC of 23

April 1990°

(3) An application for atrials authorization shall be made in aform as set out from time to time by the
Minister and shall be made by or on behalf of the person responsible for, or on whose behalf, the
research and development is to be conducted, subject to the person concerned being established in a
Member State.

(4) An gpplication for atrias authorization shall be submitted to the Minister at least 45 days before
the date on which it is intended that the trial commence and shal be supported with a dossier
containing such information as the Minister may from timeto time require.

(5) The tests and analyses conducted for the purposes of compiling dossiers referred to in paragraph
(4), shall be carried out under agricultura, plant health and environmental conditions relevant to
use of the plant protection product in question and representative of those prevailing where the
product is intended to be used, and where relevant, shall be officialy recognized tests and anayses
where they are carried out in the State.

80.J. No. L117 8/5/1990, p. 15
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(6) Notwithstanding paragraph (5) and subject to Regulation 10 an applicant need not supply the
information relevant to the active substance, except for that identifying the active substance, if -

(@ itisligedin Annex | to the Directive of 1991,

(b) aplant protection product containing the active substance is authorized for a provisiond
period under Regulation 15,

(c) aplant protection product containing the active substance is authorized under Regulation 18,
or

(d) aplant protection product containing the active substance has been granted a clearance under
the Regulations of 2001.

(7) The Minister shal examine every application received for a trials authorization and shal decide
thereon.

(8) The Minister shdl not authorize the placing on the market and use of any plant protection product
for trials purposes unless it is satisfied that when used in accordance with the conditions and
restrictions specified in paragraphs (9) and (10), it has no harmful effect on human or animal health
and no unacceptabl e influence on the environment.

(9) Redtrictions on use, necessary in order to avoid harmful effects on human or animal hedth that may
arise-

(@ through exposure of consumers of treated productsto risks of dietary contamination -
(i)  inexcessof the Acute Reference Dose (ARfD) of the residues concerned,
(ii)  inexcessof the Acceptable Daily Intake (ADI) leve of the residues concerned, or

(iii)  due to residues for which the health risks associated with exposure have yet to be
established,

(b)  through direct exposure of workers and other persons—

(i)  inexcessof the Acceptable Operator Exposure Level (AOEL) for the active substance
concerned, or

(ii)  due to exposure to an active substance for which the hedth risks associated with
exposure have yet to be established,

shall, where appropriate, be attached to atrials authorization.

(210) In granting atrials authorization the Minister shall attach any further conditions to the authorization
as are necessary and relevant to avoid any harmful effect on human, anima health or the
environment, to include -

(@ particular packaging and labelling requirements,
(b) restrictions asto the quantity that may be placed on the market and used for tria's purposes,

() restrictions asto the area or areas that may betreated, and
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(d) conditions necessary to ensure that the use for trials purposes is controlled and subject to
official supervision.

(11) A trials authorization -

(@ shal bevalid for aperiod of 12 months,

(b) may be varied as to any conditions and restrictions attached, where application for such
variation is made using forms as determined from time to time by the Minister, and the
Minister is satisfied that the provisions of paragraph (8) shal be complied with under the
changed conditions or redtrictions, and

(c) may be renewed for further fixed periods of 12 months, where application for renewa is
made in aform as set out from time to time the Minister.

(12) Experiments and tests conducted in accordance with the conditions and restrictions set out in the

25 (1)

)

©)

(4)

trils authorization shall be considered to have been conducted by officialy recognized testing
facilities or organizations, for the purposes of these Regulations.

Subject to paragraph (2), and notwithstanding Regulation 24, the Minister may grant atrials permit
to a person involved in research and development, for a particular premises to conduct tests and
experiments using plant protection products for which for which atrials authorization has not been
granted, or for the use of an authorized plant protection products in a manner not yet authorized,
where -

(@ applicaion is made by the person using forms as determined from time to time by the
Minister, and

(b) theMinister issatisfied that the requirements specified in paragraph (3) are satisfied.

A person that holds a trials permit is exempt from the provisions of Regulation 24 in relaion to
tests and experiments that comply with the requirements of paragraph (6), where they are
conducted in accordance with the conditions and redtrictions of the trials permit specified pursuant
to paragraphs (4) and (5).

A trias permit shall not be granted for particular premises or sites, unless the applicant -

(& owns, or has exclusive control of premises or sites suitable for conducting trids and
experiments,

(b) owns, or has available, equipment and other facilities, necessary for conducting trias and
experiments, at each such premisesor site, and

(c) holds, or an employee of his or hers holds, appropriate professional qualifications.
Each trials permit granted shdl be subject to the condition that -

(@ tests and experiments conducted in accordance with the trials permit shall be carried out as
required from time to time by the Minister,
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(b)  unlessthe tests and experiments are conducted by an organization or laboratory accredited in
accordance with European Standards EN 45002 and EN 45003 to carry out such tests and
experiments in accordance with European Standard EN 45001.

Each trias permit granted shall be subject to conditions and restrictions such that the use of plant
protection products in tests and experiments conducted in accordance with the trials permit has no
harmful effect on human or animal health and no unacceptabl e influence on the environment. The
conditions and restrictions specified for each trials permit shal be such that -

(@ itsvdlidity isrestricted to the premises stated in the trials permit,

(b) itsvadidity isredtricted to tests and experiments conducted under the direct supervision of the
professionally qualified personne referred to in the trials permit, and

(c) itis conditional on an authorization for trials purposes being obtained, in each instance in
which trials or experiments other than those conforming to the requirements of paragraph (6)
are to be conducted.

A trids permits shall not be valid for tests and experiments involving plant protection products
unless-

(& the conditions and manner of use are encompassed by an existing authorization for a plant
protection product containing the same active substance or substances,

(b) useisredricted to crops other than food or feed crops,

(c) thenature of the use or of the active substance is such that residues at harvest are precluded,
or

(d) food, feed and forage crops are destroyed by burning or burying to preclude consumption by
humans or animals.

A trials permit -
(@  shal begranted for fixed periods of 12 months,

(b) may be varied as to any conditions and restrictions attached, where application for such
variation is made using forms as determined from time to time by the Minister, and the
Minister is satisfied that the provisions of paragraph (3) will be complied with under the
changed conditions or redtrictions,

(c) may berenewed for afurther fixed periods of 12 months, where application for such renewd
is made using forms as determined from time to time by the Minister, and

(d) may be revoked by the Minister where a condition or restriction of the trials permit is
breached.

Experiments and tests conducted in accordance with the conditions and restrictions associated with
atrials permit, are hereby deemed to have been conducted by officially recognized testing facilities
or organizations, for the purposes of these Regulations.
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26 (1) Subject to paragraph (2), a person shall not import a plant protection product into the State unless
three days notice in advance of the intended importation has been received by the Minister in a
form as set out from timeto time by him or her stating-

(@ thebrand name of the plant protection product,

(b) the place a which the plant protection product is to be brought into the State,

(c) thedate on which the plant protection product isto be brought into the State,

(d)  the number of packsthat comprise the consignment,

(e) the pack size (given by reference to volume or weight) of the consignment or, in case the
consignment comprises more than one pack size, the pack size (so given) of each such pack,

and

(f)  the destination to which the plant protection product is consigned or, in lieu thereof, an
address at which it may be examined, sampled, tested or inspected pursuant to Regulation 31.

(2) Following application made, the Minister may grant an exemption from paragraph (1) if he or she
is satisfied that a plant protection product imported and intended for use within the State, in the first
instance following importation will be transferred to nominated warehouse or storage facilities
pending distribution and sale to end-users, if -

(@ theimporter has provided the name and address of each premises at which plant protection
product will be stored following importation, prior to sale,

and

(b) the importer notifies by 31 January in each year details of all imports during the previous
year to the Minister using aform as set out from time to time by him or her.

(3) If aplant protection product is exported from the State, the exporter shall notify by 31 January each
year details of the export using aform as set out from time to time by the Minister.

27 (1) The Minster may from time to time specify the maximum levels of residues of plant protection
products which may be contained in specified controlled products.

(2) The maximum levels of residues of plant protection products specified in accordance with
paragraph (1) shal be those eaborated pursuant to Regulation 13 (1) (¢), Regulation 15 or
Regulation 18 (3) (b) and shall remain in force until replaced by -

(@ provisona maximum levels established by the Community in accordance with Article 4 (1)
(f) of the Directive of 1991, or

(b) maximum levels edtablished in accordance with Directive 76/895/EE09,Directive
86/362/EEC™°, Directive 86/363/EEC™, Directive 90/642/EEC™, or Directive 91/132/EEC™

amending Directive 74/63/ Eect®”
°(0.J.No. L340 9/12/1976, p.26
0.J. No. L221 7/8/1986, p.36
10.J. No. L221 7/8/1986, p. 43

20.J. No. L350 14/12/1990, p. 71
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28 (1) A person shall not place on the market any product, if —

(a) that product containswithin it or on it aresidue of a plant protection product, and

(b) the level of such residue exceeds the maximum specified in relation to the product in

accordance with Regulation 27;

and such products shall be referred to as controlled products.

(2) A person who contravenes the provisions of paragraph (1) shall be guilty of an offence.”

11 The Principal Regulations are amended by substituting for Regulation 33 the following:

“33(1) An authorized officer may by a natice in writing given to the owner or to the person in apparent
charge or control of a plant protection product or of a controlled product seize and detain the
plant protection product or controlled product.

(2) An authorized officer may, in respect of aplant protection product or a controlled product seized
under paragreph (1) —

@

(b)

(©

require things specified in the notice to be done in relation to the plant protection product or
the controlled product before an authorized officer releasesit, and

in the case of aplant protection product, either -

(i) require the disposa of the plant protection product by the person to whom the noticeis
given, in amanner specified in the notice and at the expense of the owner, or

(i) indicate the authorized officer's intention of disposing of the plant protection product at
the expense of the owner,

such disposal to be, in either case, such aswill prevent the said plant protection product from
being placed on the market or used, and

in the case of acontrolled product require the disposal of the product by the owner, or person
in apparent charge or control of the product, in a manner and within a time specified in the
notice and a the expense of the owner, such disposal to be such as will prevent the product
being used for human or animal consumption, and in case a notice given under this
paragraph requires specified things to be done in relation to a plant protection product or
controlled product, the authorized officer shall retain control of the plant protection product
or controlled product to which the notice relates until the requirements of the notice have
been complied with.

(3) An authorized officer may destroy or otherwise dispose of any plant protection product or a
controlled product seized and detained by him or her under Paragraph (1), with the consent of the
owner or person in charge of the product or substance or upon the granting of an order under

paragraph (4).

130.J. No. L66
40.J No.L38

13/3/1991, p. 16
11/2/1974, p. 31
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An authorized officer who has seized and detained any product or substance may on giving notice
in writing to the owner or person in charge of the product or substance apply to a judge of the
District Court in whose digtrict court the product or substance was seized for an order directing that
the product or substance be destroyed or otherwise disposed of as being a product or substance
which is adanger to human or anima health or the environment.

Where a natice is given under this Regulation, a person shall not, without the consent of the
authorized officer by whom the notice was given sell, move, dispose of or otherwise interfere with
the plant protection product or controlled product in any way pending compliance with the
requirements of the notice.

Any person who is aggrieved by a notice given under paragraph (2), in relation to a plant protection
product, which either requires the plant protection product to which it relates to be disposed of or
indicates an intention to dispose of such a plant protection product may, not later than the
expiration of aperiod of seven days beginning on the date of the notice, appeal against the notice to
the Digtrict Court in the District Court District in which the notice has been served.

Disposal of a plant protection product pursuant to a notice given under paragraph (2) shall not take
place until -

(@ the period during which an appeal under paragraph (6) may be taken against the notice has
expired, or

(b) anappea under that paragraph is determined or withdrawn.

(& Wherean apped is made to the Digtrict Court under paragraph (6), that court, if it is satisfied
that -

(i)  the plant protection product to which the relevant notice under this Regulation relates
is one to which Regulation 3 applies, and

(ii)  if the plant protection product was released, it might be placed on the market or used
for purposes not authorized in accordance with these Regulaions, and

(iii)  there has been afailure to comply with the provisions of these Regulations-

shall order that the plant protection product be disposed of in the manner specified in the
notice, or in such other manner as may be specified in the court's order and which, in the
opinion of the court, will prevent the plant protection product from being used or placed on
the market.

(b)  Where an order made by the District Court under this paragraph requires the plant protection
product to which it relates to be disposed of by an authorized officer, the cost of such
disposal shal be recoverable by the Minister as a smple contract debt in any court of
competent jurisdiction from the person who was either the owner or in apparent charge or
control of the product at the time of its seizure under this Regulation.

Notwithstanding paragraph (2) and the requirements of these Regulations in relation to plant
protection products, the method of disposa specified by the authorized officer in a notice given
under paragraph (2) may include its use subject to such conditions as the Minister may specify in
order to minimize any unacceptable risk to man, animals or the environment that might arise from
such use.
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(20) In the case of anotice given under paragraph (2) which indicates an intention to dispose of a plant

protection product, the ownership of such a plant protection product shall, in the absence of an
apped by the owner against the notice to the Digtrict Court, vest in the Minister on the expiration of
a period of 7 days beginning on the date of the notice.  In the event of an appea by the owner
againg the notice to the District Court, ownership of the plant protection product shall vest in the
Minister if the court makes an order under paragraph (6) that requires the plant protection product
to be disposed of by an authorized officer.

(11) In the case of a notice under paragraph (2) which requires the disposa at the expense of the owner

of aplant protection product which has been seized under this Regulation and where there has been
afailure to pay, the cost of such disposa shall be recoverable by the Minister as a ssmple contract
debt in any court of competent jurisdiction from the person who was either the owner or in
apparent charge or control of the plant protection product a the time of its seizure under this
Regulation.

(12) Where there has been failure to comply with a requirement of a notice given under paragraph (2)

with respect to a controlled product, an authorized officer who in pursuance of this Regulation has
seized any controlled product may, on giving notice in writing to the owner, or the person in
apparent charge or control of such product of hisintention to do so, apply to the District Court in
the Digtrict Court district in which the notice has been served for an order directing that the
controlled product be disposed of (by destruction or otherwise) in a manner, specified in the order,
that will prevent its being used for human or animal consumption.

(13) Where an application is made under paragraph (12) to the District Court for an order directing the

disposal of acontrolled product, the Court, if it is satisfied that -

(i)  the controlled product to which the notice relates contains within it or on it a residue of a
plant protection product in excess of the maximum specified in relation to that product in
accordance with Regulation 27,

(ii)  if such product were released, it might be put into circul ation contrary to Regulation 28, and

(iii)  such product if consumed would congtitute a danger to human or anima hedlth,

shall order that the product be disposed of (by destruction or otherwise) in a manner, specified in
the order that will prevent its being used for human or anima consumption.

(14) Where an order is made by the Digtrict Court under paragraph (12), the order may provide that the

controlled product to which it relates be disposed of in the manner specified in the notice given
under paragraph (2), or in such other manner as may be specified in the Court's order and which, in
the opinion of the Court, will prevent the product being used for human or animal consumption.

(15) Where an order made by the District Court under paragraph (12) requiresthat a product to which it

relates be disposed of by an authorized officer, the cost of disposing of the relevant product
pursuant to and in accordance with the order shal be recoverable by the Minister as a smple
contract debt in any court of competent jurisdiction from the person who was either the owner, or
in apparent charge or control of the product, at the time it was seized.

(16) A judge of the District Court to whom an application is made under paragraph (4) shall, if satisfied

that such product or substance does not comply with these Regulations or the Directive of 1991 and
is a danger to human or animal health or the environment, order that it be destroyed or otherwise
disposed of after such a period, not exceeding 14 days, as may be specified in the order, as being a
product or substance which is adanger to human or animal health or to the environment.
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(17) In the case of a notice under paragraph (1) requiring specific actions or disposa under paragraph
(2), dl cogtsincurred shal be the liability of the owner of aplant protection product or a controlled
product and where there has been afailure to pay, the cost of such disposa shall be recoverable by
the Minister as a simple contract debt in any court of competent jurisdiction from the person who
was either the owner or in apparent charge or control of the plant protection product or a controlled
product at the time of its seizure under these Regulations.”

12 The Principal Regulations are amended by substituting for Regulation 36 the following:

“36 (1) An application for authorization of a plant protection product or any other service provided or
act done under these Regulations shall be accompanied by such fee or part thereof as the
Minister may, from time to time, determine.

(2) (@ The Minister shall not consider an application unless it is accompanied by the appropriate
fee.

(b) If the Minister determines that a fee or part of afee isto be paid on an annual basis, the
fee or part thereof shall be paid no later than 1 October in the year on which it falls due.
Where payment of an annual fee due is not made within 60 days of the date due, alate fee
determined by the Minister shall be paid.

(c) The Minister may revoke the notification, permission to market or authorization of a plant
protection product where an annual fee due is not paid by the date due and shall remove
the plant protection product concerned from the register of plant protection products. The
Minger may re-instate a notification, permission to market or authorization of a plant
protection product on payment of al late fees outstanding.

(d) A feeunder this Regulation shall be paid in the manner that the Minister may from time
to time determine.

(3) A person shdl not place athing in respect of which afeeis payable on the market unless he or she
has paid the appropriate fee or fees.”

13 The Principal Regulations are amended by substituting for Regulation 39 the following:

“39(1) An authorized officer appointed under the Regulations mentioned in Regulation 38 and holding
office immediatdy before the commencement of these Regulations continues in office after such
commencement asif gppointed under these Regulations;

(2) Any authorization, permission to place on the market, trids authorization or trials permit granted
under any Regulation mentioned in Regulation 38 and in force immediately before the
commencement of these Regulations continues in force after such commencement as if granted
under these Regulations.”
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14 The Principal Regulations are amended by substituting for the Schedule the following Schedule:

“SCHEDULE
Regulation 23

1 The following shall be stated clearly and in an indelible form on al packaging and on alabe on, or
atached to, the packaging in the Irish language or in the English language or in both languages-

(1) thephrasesand inscriptions set out in Annex V to the Directive of 1999, and

(2) theinscription - “To avoid risks to man and the environment, comply with the instructions for use”.
(3) thetrade name or designation of the plant protection product,

(49 (@ thenameand address of the holder of the authorization or permissionto market,

(b) if different, the name and address of the person responsible for the fina packaging and
labelling or for thefinal 1abelling of the plant protection product on the market, and

() theregidtration number alocated by the Minister to the plant protection product,
(5) (@ thename of each active substance asgiven in thelist contained in Annex | to the Directive of
1967, if not included therein, its ISO common name or if an 1ISO name has not yet been

assigned, its chemical designation according to IUPAC rules, and

(b) theamount of each active substance so contained expressed for plant protection products that
ae—

) solids, aerosols, volatile liquids (maximum boiling point 50 °C) or viscous liquids
(lower limit 1 Pas at 20 °C), as a percentage by weight,

(i) for other liquids, as a percentage by weight and in grams per litre at 20°C,
(iii) for gases, as a percentage by volume,
(iv) for acids, their amides, esters and salts, on an acid equivaent bas's,

(6) the net quantity of plant protection product,

(7) theformulation batch number or some means of identifying it,

(8) the chemica name of each substance present in the preparation, excluding active substances, under
the designations listed in Annex | to the Directive of 1967 or under an internationally recognised
chemical nomenclatureif its designation is not included in that Annex, under the following detailed
rules-

(@ for preparations classified as very toxic, toxic or harmful under Regulation 9 of the
Regulations of 2001 and subject to subparagraph (€), the name of every very toxic, toxic or
harmful substance present in concentrations equa to, or greater than, the lowest limit laid

down for the substances concerned in Annex | to the Directive of 1967, or failing that in Part
B of Annex IX of the Regulations of
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(b) for preparations classified as corrosive under Regulation 9 of the Regulations of 2001 and
subject to subparagraph (€), the name of every corrosive substance present in concentrations
equd to, or greater than, the lowest limit laid down for the substances concerned in Annex |
to the Directive of 1967, or failing that in Part B of Annex IX of the Regulations of 2001

(a) subject to subparagraph (€), the name of every substance that has given rise to the classification

of the preparation in one or more of the following danger categories as set out in Annex |V of
the Directive of 1967-

(i)  carcinogen category 1, 2 or 3,

(i)  mutagen category 1, 2 or 3,

(iii)  toxic for reproduction category 1, 2 or 3,

(iv) verytoxic, toxic or harmful dueto non-letha effects after a single exposure,

(v) toxic or harmful dueto severe effects after repeated or prolonged exposure, or

(vi) sengtising,

(d) thename of every substance that has given rise to the classification of the preparation in one
or more of the following danger categories, where the name of the substance must be
included on the label under subparagraphs (a), (b) or (c) as set out in Annex to the Directive
of 1967—

(i) explosive,

(ii)  oxidising,

(iii)  extremdy flammable,

(iv) highly flammable,

(v) flammable

(vi) irritant, or

(vii) dangerousfor the environment,

(e unless more are necessary to identify the substances primarily responsible for the major
hedlth hazards that gave rise to the classfication and choice of corresponding phrases under

subparagraphs (a) to (b), amaximum of four chemical names shall suffice,

(99 (@ subject to subparagraph (b) the danger symbols and indications of the dangers specified in
Annex |1 to the Directive of 1967,

(b)  where more than one danger symbol must be assigned to a preparation the obligation to
apply the symbal -

(i) T shall make use of the symbols C and X optiona unless otherwise specified in Annex
| to the Directive of 1991 to the Directive of 1991,
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(ii)  C shal make use of the symbol X optional,
(iii)  E shall make use of the symbolsF and O optiondl,
(iv)  Xn shall make use of the symbol Xi optiond,

(c) thedanger symbols shall be printed in black on an orange-yelow background,

(10) (&  subject to subparagraphs (b), (c) and (d), risk phrases selected from those included in Annex
111 to the Directive of 1967,

(b) unless more are necessary to identify the principa hazards, a maximum of six risk phrases
shall suffice to describe the risks, for this purpose, the combined phrases listed in Annex 111
to the Directive of 1967 shall be regarded as single phrases,

(c) in the case of plant protection products classified dangerous in more than one danger
category, the risk phrases selected shall cover al of the principal hazards identified,

(d) therisk phrases “extremely flammable” or “highly flammable” need not be used where they
describe an indication of danger, used under paragraph (a),

(11) (&  subject to subparagraph (b), safety phrases selected from those included in Annex IV to the
Directive of 1967

(b)  unless more are necessary to provide appropriate safety advice, a maximum of six safety
phrases shall suffice listed from those included in Annex 1V to the Directive of 1967,

(©) in accordance with Article 16 (5) of the Directive of 1991, additional phrases deemed
necessary for the protection of human beings, animals or the environment, where appropriate
selected from those specified from time to time by the Minister,

(d) whereit is physicaly impossible to include the advice on the labd or package itself, the
package shall be accompanied by safety advice on the use of the plant protection product,

(12) first-aid information for use in the event of accidental exposure or ingestion,

(13) the nature of any specid risks for humans, animals or the environment, by means of standard
phrases selected as gppropriate from those given in Annex 1V to the Directive of 1991,

(14) sofety precautions for the protection of humans, animas or the environment, in the form of
standard phrases sdlected as appropriate from those given in Annex V to the Directive of 1991,

(15) thetype of action of the plant protection product,

(16) the type of preparation,

(17) the uses for which the plant protection product has been included on the register of plant protection
products and any specific agriculturd, plant health and environmental conditions under which the
product may be used or should not be used;

(18) directionsfor use and the dose rate, expressed in metric units, for each use,

(19) where necessary, the safety interval for each use between application and -
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(& sowing or planting of the crop to be protected,
(b)  sowing or planting of succeeding crops,

(c) accessby humansor animds,

(d)  harvedting, and

(e)  useor consumption,

(20) 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 a crop or subsequent crops,

(21) if accompanied by alesflet, the sentence “Read accompanying instructions before use”,
(22) directionsfor safe disposal of the plant protection product and of packaging,

(23) the expiry date relevant to normal conditions of storage where the shelf life of the product islimited
to less than two years, and

(24) where relevant, the category of usersto which supply is restricted.

2 Notwithstanding paragraph 1, the information specified in paragraph 1 (18), (19) and (20) may be
included on a separate leaflet accompanying the package if the space available on the package is too
small and the leaflet shall be regarded as part of the labdl.

3 A labd and packaging of a plant protection product shall not bear indications such as “non-toxic”,
“harmless’, or other similar indication. 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.

4 The Commission and the competent authorities of the other Member States shdl be informed of each
additional phrase specified in accordance with paragraph 1 (11) (¢) and the reasons for its specification,

5 Where the information stated in paragraph 1 appears on a labdl, the label shal be firmly affixed to one
or more surfaces of the packaging so that those particulars can be read horizontally when the packageis
set down normally.

6 The colour and presentation of each label, or packaging where the information specified in paragraph 1
is printed on the package, shall be such that the danger symbol and its background stand out clearly from
it.

7 Theinformation stated in paragraph 1 shall stand out clearly from its background and shall be of such

size and spacing asto be easily read.

8 Notwithstanding the provisions of paragraph 1 (9), (10) and (11), where it can be demonstrated that
there would be a reduction in environmental impact for plant protection products classified as dangerous
for the environment, they shall be labelled in accordance with provisions to be included in Parts A or B
of Annex V to the Directive of 1999.
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9 Notwithstanding the provisions of paragraph 1 (10) and (11) where the contents of a package do not
exceed 125 millilitres -

(& inthe case of a plant protection product classified as highly flammable, oxidising or irritant, with
the exception of a product assigned the phrase R41, or classified as dangerous for the environment
and assigned the symbol N, the [abelling need not include the relevant risk and safety phrases, and

(b) inthe case of aplant protection product classified as flammable, or dangerous for the environment
but not assigned the N symbol, the [abelling need not include the relevant safety phrases.

10 Notwithstanding paragraph 1, the requirements in relaion to the information to be included on
packaging or on alabd attached to packaging shdl be satisfied -

(& in the case of an outer package containing one or more inner packages, if the outer package is
labelled under international rules on the transport of dangerous goods and the inner package or
packages are labelled under paragraph 1, and

(b) inthe case of asingle package -

(i) if such a package is labelled under international rules on the trangport of dangerous goods
and with paragraph 1 (3), (4), (6), (8), (10) and (11),

(ii)  for products classified under Regulation 10 of the Regulations of 2001, paragraph 2 (a) shall
apply in relation to the property in question when it has not been so identified on the label, or

(iii) where appropriate, for particular types of packaging such as mobile gas cylinders, the
specific requirements referred to in Annex VI to the Directive of 1967 are complied with.

11 Where packaging -

(a) iseither too small or is unsuitable to enable adl the information required by paragraph 1 to be shown
on the container itself or on alabel or on attached thereto,

(b) containing a plant protection product classified as being harmful, extremely flammable, highly
flammable, flammable, irritant or oxidising and the quantity so contained is small and presents no
danger to persons handling the plant protection product or any other person,

() containing a plant protection product classified as being dangerous for the environment in such
smal quantities that there is no reason to fear any danger to the environment, or

(d) containing a plant protection product not mentioned in subparagraph (b) or (c) and the quantity so
contained is small and presents no danger to persons handling the plant protection product or any
other person,

the labelling required under paragraph 1 shall be in amanner that for the time being stands approved of

for the purposes of this paragraph by the Minister and which he or she considers appropriate, subject to
the symbols, indications of danger, risk phrases and safety phrases used being those specified under

paragraph 1.
12 Where paragraph 11 isrdied upon for the labelling of a plant protection product, the Commission and
the other Member States shall be forthwith informed thereof. ”

Given under my Officidl,

PDF created with FinePrint pdfFactory trial version http://www.pdffactory.com



http://www.pdffactory.com

-29-

this 21% day of April 2005

L.S

Mary Coughlan

Minister for Agriculture and Food

Explanatory Note

(This noteisnot part of the instrument and does not purport to be alegd interpretation)

These Regulations amend the European Communities (Authorization, Placing on the Market, Use and Control of
Plant Protection Products) Regulations, 2003 (S.I. No. 83 of 2003).

The amendments specify certain information and records to be compiled and where appropriate to be provided to
the other Member States and to the Commission, specify the procedures to be followed following inclusion of
existing active substances in Annex |, clarify the requirements concerning the granting parallel import approval for
plant protection products and make particular provision for the authorization of plant protection products for
minor uses and correct a number of typographical errors.

The amendments a so make provision for the continued placing on the market and use, pending review, of plant

protection products containing active substances specified in Commission Regulation (EC) No 1112/2002 of 20
June 2002 and included in the 4" stage of EU review programme for active substances used in plant protection.
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