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Biocides dossiers for subsequent product types

French recommendations for the presentation of dossiers

At the first Technical and Competent Authority Mags in 2005, discussions took place on
the presentation of subsequent product type daessidw clear recommendation could be
found in the regulation, neither in the Technicalt®é for Guidance documents (TNsG). In
addition, no consensus could be obtained amongMémber States at these meetings.
Therefore, the Commission stated that the appkcasftould discuss directly with the
Rapporteur Member States. As a result, discussimuok place in France between
organizations in charge of the evaluation of dassighese talks ended up in a common
acceptable solution. This document is intendedkfdaén the proposal for the presentation of
subsequent product type dossiers that are subnmttécnce.

The reasons and objectives for thinking about sactmore flexible procedure when
submitting subsequent dossiers are:

to avoid the applicant providing several timesshme study summaries,

to avoid the applicant submitting useless copigh®same study,

to avoid the RMS evaluating several times the safoemation,
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to provide the Commission and the other MembereStatansparent and relevant
evaluation reports, that could be easily read amat @re consistent with other
evaluation reports previously submitted to the Cetapt Authorities,

In order to comply with the above objectives, somées and practical proposals are
suggested to allow the applicant submitting a nesstbr without repeating information
already submitted in a previous dossier (especiatlyhe hazard part of the dossier). It might
be quite obvious, but should be reminded that suphocedure would only apply to dossier
on active substances already submitted by the sgpiecant in the scope of another type of
product.

- Doc IV: only the new studies not already submiitedhe dossier on the other type
of product should be provided,

- Doc lll A and Il B: for the studies already proed in the dossier from the other
product type, there is no need providing again ftiie study summary. A short
statement such as “already submitted for <namecti¥ea substance> dossier for
Product Type x” should be indicated at the begigrohthe format, in the reference
section. In the same way as for Doc 1V, it is olngdhat all new data should be
submitted for Doc lll. Finally, it should be remigd that the key studies might be
different from those submitted in the dossier far tormer Product Type,

- Doc |, Doc Il All B and Il C: These parts of thegkier are specific to the use of the
active substance for one product type, and shoseldsubmitted as such by the
applicant: new documents should be provided. Howe¥eross references have
been used in Doc lll, this should be clearly intkchin the formats for check for
completeness and quality of data compiled in Dd& Hnd 11IB (e.g. filling the
columns “Information test/study provided” with “gee PTX").
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Evolution of the structure of the dossier afterraigsion by the applicant:

- Completeness check of dossier: The summary dabsiethe applicant has
to forward to the Commission and to the other Mem®tates will be
exactly the same as the one accepted by the Rappdfember States and
therefore, it will include in Doc Ill references emother dossier for a
previous Product Type for the relevant sectiondeseribed above

- Evaluation of dossiers: Each French organizationharge of one part of
the evaluation will be responsible for the consiste of the study
summaries between subsequent product type dosElersame applies for
comments in the evaluation box. This means thatptete versions of the
dossiers should be provided during the evaluatiages including detailed
study summaries and evaluation box comments fodath submitted. As
soon as the evaluation is completed and sent t&S&R®e French Agency
in charge of the coordination of the evaluation cess and of the
evaluation report), Doc Il should no longer digptaoss reference to other
submitted dossier.
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