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Regulation (EC) No 1107/2009 of the European Parliament and of the Council
of 21 October 2009 concerning the placing of plant protection products on
the market and repealing Council Directives 79/117/EEC and 91/414/EEC

CHAPTER II

ACTIVE SUBSTANCES, SAFENERS, SYNERGISTS AND CO-FORMULANTS

SECTION 1

Active substances

Subsection 2

Approval procedure

Article 7

Application

[F11 An application for the approval of an active substance may be submitted by the
producer of the active substance to a competent authority.

1A An application for an amendment to the conditions of an approval may be submitted
by the producer of the active substance to a competent authority for a constituent territory to
which the approval applies.

1B A joint application may be submitted under paragraph 1 or 1A by an association of
producers designated by the producers for the purpose of compliance with this Regulation.

1C For the purposes of this Subsection, “the assessing competent authority” in relation to
an application is the competent authority referred to in paragraph 1 or 1A respectively, except
where a transfer has been agreed under Article 12A(1).

1D An application under paragraph 1 or 1A must be submitted together with a summary
and a complete dossier as provided for in Article 8(1) and (2) or a scientifically reasoned
justification for not providing certain parts of those dossiers, demonstrating that the active
substance fulfils the approval criteria provided for in Article 4.]
F22 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

3 When submitting the application, the applicant may pursuant to Article 63 request
certain information, including certain parts of the dossier, to be kept confidential and shall
physically separate that information.

[F3The assessing competent authority] shall assess the confidentiality requests. Upon
a request for access to information, the [F4assessing competent authority] shall decide
what information is to be kept confidential.
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4 When submitting the application the applicant shall at the same time join a complete
list of tests and studies submitted pursuant to Article 8(2) and a list of any claims for data
protection pursuant to Article 59.

[F55 When assessing the application the assessing competent authority may obtain
independent scientific advice, where the assessing competent authority considers it appropriate
to do so.]
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