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New procedures and updated requirements for applications for the approval of pesticides and biocides
Update of the environmental part of the frameworks for assessment of pesticides
Active substances voluntarily withdrawn from the EU pesticide re-evaluation
Deadlines for the phasing out of biocides with non-included active substances
Deadline for applications for biocides with active substances which have been included in Annex 1, 1A or 1B of the Biocides Directive
New procedures and updated requirements for applications for the approval of pesticides and biocides.

Electronic dossiers
Following a request from applicants for a simplification of procedures and with a view to internal rationalisation, The Danish Environmental Protection Agency has now found a safe and practical solution for the electronic storage of dossiers.
From 1. April 2009, only electronic dossiers (min. 2 copies) on CD or DVD will be accepted (Word, pdf, or Caddy format). Paper dossiers must no longer be submitted. 

The Danish Environmental Protection Agency urge all applicants, as far as possible, to send electronic applications, as this will considerably reduce the processing time.
Please send applications, enclosing a CD/DVD (or a paper dossier) to: 

Pesticides and Gene Technology
Miljøstyrelsen
Strandgade 29
1401 Copenhagen K
Please include the following:
A cover letter in which it is clearly stated what is being submitted and in which format, including which of the submitted documents are to be sent for efficacy hearing and if relevant also MRL (this material must be collected on separate CD/DVDs or in individual files if they are on paper). 

CD/DVD/files should be marked with:
· The name of the active substance, applicant’s name, date and content (e.g. Annex II dossier) for active substance data and 

· product name, active substance(s), applicant’s name, date and content (e.g. Annex III dossier – section 7 – efficacy data) for product data.
Attached to the cover letter should be information about:
· detailed instructions for the Danish use and for pesticides, GAP scheme (in EU format
)
· The active substance producer (and composition if from a new source or company), product producer and product composition
· List of studies being submitted – with notes on what is new in relation to the EU evaluation (for active substance and product)
· Any other information about existing registration reports/evaluations from other ‘northern’ MS
The cover letter should be on paper and a scanned/signed copy should be sent electronically with the above documents.
In addition the complete dossier
 including a summary (preferably in Word) for the product and the active substance(s) must be submitted. If active substance data have already been sent in the date should be stated
 and the date for subsequent updates and, if relevant, which product they were submitted with. 

If the complete dossier is not submitted, the specific reasons must be stated e.g. a statement as to which product data is to be extrapolated and a reason why, including ‘comparison’ of product composition/list of properties of constituent components. There must also be a separate explanatory statement or ‘bridging’ studies in relation to efficacy.
Special Danish requirements for pesticides:
· Groundwater modelling for Danish conditions in accordance with the framework for environmental assessment of pesticides
 (required if inherent properties, EU evaluation or similar do not completely exclude the risk of ground water contamination for a.s. or metabolites
)
Special Danish requirements for biocides used for industrial impregnation of wood: 

- 
Investigations into leaching and seepage from impregnated wood
From 1 May 2009, applications that do not contain this information and are not organised in accordance with the above principles will be returned.
For further information contact;
pesticider@mst.dk
……

Update of the environmental part of the frameworks for assessment of pesticides.
The Danish Environmental Protection Agency document; ‘Framework for the assessment of pesticides’ has been updated. The paragraph on paved areas has been changed on the basis of new information. The Pesticides Council has been consulted on the changes and the new administrative practice is included in Annex 4 of the revised framework. 

See the the framework at:
http://www.mst.dk/NR/rdonlyres/56469ADC-337F-450E-ADB2-54578D4D6D53/0/Frameworkenvironmental.pdf 
……

Active substances voluntarily withdrawn from the EU re-evaluation
The home page contains information on the procedures for voluntarily withdrawn active substances from the EU re-evaluation. These are substances which, in accordance with Commission decisions of December 5. 2008 (2008/934/EF) and December 8. 2008 (2008/941/EF) have been non-included in Annex 1 of the Directive on Pesticides (directive 91/414).
See the information at: http://www.mst.dk/English/Pesticides+and+Gene+Technology/Pesticides/Active_substances_voluntarily_withdrawn.htm 
……

Deadlines for the phasing out of biocides with non-included active substances
Annex 13 of the Executive Order on pesticides lists all the active substances/product types which the EU has decided are not to be included in either Annex 1, 1A or IB of the Biocide Directive. The annex also includes dates for the cessation of import, sale, use or storage of products containing these active substances. The EU has already reached a decision on many active substances/product combinations and more are added on an ongoing basis. It is therefore vital that companies who market or use biocides, keep up to date with these deadlines. 

The next deadlines (a stop on import and sales) are; 20. May 2009, for biocides with active substances covered by Commission decision (2008/681/EF) of 28 July 2008, and 24 July 2009 for biocides with active substances covered by Commission decision (2008/809/EF) of 14 October 2008. Use must cease from 20 August 2009 and 24 October 2009 respectively. 

The Executive Order with the latest Annex 13 is nr. 1224 of 10 December 2008 on the change of Executive Order on pesticides and can be found here; 

https://www.retsinformation.dk/Forms/R0710.aspx?id=122222 

……

Deadline for applications for biocides with active substances which have been included in Annex 1, 1A or 1B of the Biocides Directive
Executive Order on pesticides Annex 8, lists all the active substances/product types, which the EU has decided to include in annex 1 or 1A of the Biociode Directive. 

For marketing of biocides containing these active substances, each biocide must be approved according to EU standards (Biocide Directive) and within the deadlines laid down by the Commission in accordance with the Directive on the inclusion of active substances. This also refers to products marketed with a pesticide approval in accordance with former Danish regulations, even though this approval has not yet expired. Companies with this type of approval will receive an orientation from The Danish Environmental Protection Agency. 

The deadline for biocides with active substances/product types is included in Annex 8 of the Executive Order on pesticides. The annex also states deadlines for products that did not previously require approval in Denmark but do now, in accordance with EU rules on the inclusion of active substances in Annex 1. Annex 8 also includes dates for the cessation of import, sale or use of biocides which are not approved in Denmark according to EU regulations. 

The next deadline is 1 November 2009, for rodenticides (product type 14) with difethialon or CO2. Failure to submit an application will result in a rescinding of approval and immediate ban of sale or use of the specific products. 

The Executive Order with the latest Annex 8 is nr. 1224 of 10 December 2008 on the change of Executive Order on pesticides and can be found here; https://www.retsinformation.dk/Forms/R0710.aspx?id=122222 

Read the Biocide Directive on the Commissions website:
 http://ec.europa.eu/environment/biocides/index.htm
� These guidelines apply for biocides in the transition phase until the active substances are included in Annex 1.


� GAP table can be found at: � HYPERLINK "http://www.bba.de/english/ap/ecco/manuals/manual-d/man-d.htm" �http://www.bba.de/english/ap/ecco/manuals/manual-d/man-d.htm� see ECCO-Manual D3.


� See Executive Order with data requirements at: � HYPERLINK "https://www.retsinformation.dk/Forms/R0710.aspx?id=12666#B5" �https://www.retsinformation.dk/Forms/R0710.aspx?id=12666#B5�


� If not submitted previously, documentation must also be submitted electronically with the application.


� See the framework at: � HYPERLINK "http://www.mst.dk/NR/rdonlyres/56469ADC-337F-450E-ADB2-54578D4D6D53/0/Frameworkenvironmental.pdf" ��http://www.mst.dk/NR/rdonlyres/56469ADC-337F-450E-ADB2-54578D4D6D53/0/Frameworkenvironmental.pdf�  


� All metabolites must be documented as complying with the limit value unless there is a Danish evaluation stating that this is not necessary for a particular metabolite. It is not enough that a metabolite is assessed as being ‘not relevant’ in the EU as this evaluation is not accepted in Denmark.
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