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Verzonden: woensdag 4 maart 2015 14:43
Aan: 'PPP@ctgb.nl'
CC: 
Onderwerp: Application for approval of the preparation PMV-01 under Regulation 1107/2009
Dear Madam, Dear Sir,
Re : Application for approval of the preparation PMV-01 under Regulation 1107/2009
Pepino mosaic virus, strain CH2, isolate 1906 is a new active substance for which De Ceuster
N.V., Belgium submitted an Annex II dossier to the Belgian authorities acting as Rapporteur
Member State, in 2012. 
The evaluation of the Annex II dossier is in its final phase.  The Draft Assessment Report and
Conclusions on the Pesticide Peer Review of the active substance Pepino mosaic virus, strain
CH2, isolate 1906 have been made public (see EFSA Journal 2015;13(1):3977 of January 9,
2015).  The inclusion of Pepino mosaic virus, strain CH2, isolate 1906 on the Annex I list is
expected within a few months.

The end use product PMV®-01 for which we are now applying for approval is containing the new
biological active substance Pepino mosaic virus, CH2 strain, isolate 1906.   It was also the
representative formulation in the Annex II dossier.   PMV®-01 is identical to the technical
concentrate Tomato watery leaf extract containing Pepino mosaic virus, strain CH2, isolate 1906. 
Since large-scale purification of the virus particles from tomato leaves is not feasible, all research
and data included in the Annex II dossier for the active substance were conducted on the
technical concentrate Tomato watery leaf extract containing Pepino mosaic virus, strain CH2,

isolate 1906.  As a consequence most of the data included in the Annex III dossier for PMV®-01
are the same as those included in the Annex II dossier for the active substance Pepino mosaic
virus, strain CH2, isolate 1906.

PMV®-01 is used as a biocontrol agent in tomato crops under protection.  Therefore there is only
one zRMS needed for the three European Zones. 
The Annex III dossier will be submitted to the Belgian authorities acting as zonal Rapporteur
Member State for the three European zones.  A copy will be sent to the competent authorities in
the following Member States acting as concerned Member State.

Czech Republic
France
Germany
Greece
Hungary
Italy
Netherlands
Poland
Portugal
Spain
United Kingdom

We would be pleased if you could inform us on the format (pdf or Word) and the number of
copies you would like to receive of the complete Annex III dossier. 
If you also need a hard copy of the dossier, thanks to let us know.
Finally we would like to hear from you if there are national requirements that need to be fulfilled
and what is going to be the application fee (and other retributions if applicable) in case you act
as Concerned Member State ?
Thanks and Best Regards
For De Ceuster N.V.
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