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	Application for authorization of      plant protection product, new or renewal

According to Regulation (EC) No 1107/2009
Version 2.2 (July 2017)


	
	



Application
The numbers in the drop down list refers to the numbers in the price list with application fees for plant protection products.

	No
	Information

	1
	Type of user

 FORMCHECKBOX 
 Non Professional

 FORMCHECKBOX 
 Professional

	Type of product

 FORMCHECKBOX 
 Chemical

 FORMCHECKBOX 
 Biological
	Type of application

 FORMDROPDOWN 

 FORMDROPDOWN 

	Proposed zRMS
     

	2
	Type of authorisation

 FORMDROPDOWN 

	In case of renewal, Danish authorisation no.
     

	3
	Is an amendment made in connection with the application for renewal?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	If yes, short short description of the conditions:
     

	3a.
	Changes, including amendments of the GAP, are agreed with ZRMS and CMS.
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	

	4
	Version of the Northern Zonal Guidance followed in the evaluation
	Write version:

       


Product information
	No
	Information

	5
	Name (indicate complete name of the product)

     
	Product code

     

	5a
	Category:
 FORMDROPDOWN 

	Additional category(if applicable)

 FORMDROPDOWN 


	6:1
	Active substance/organism 1

     
	CAS no./Strain and culture collection 1
     
	Concentration (in g/kg, g/lL or %)

     

	6:2
	Active substance/organism 2

     
	CAS no./Strain and culture collection 2
     
	Concentration (in g/kg, g/lL or %)

     

	6:3
	Active substance/organism 3

     
	CAS no./Strain and culture collection 3
     
	Concentration (in g/kg, g/lL or %)

     

	7
	Safener

     
	CAS no.
     

	8
	Synergist

     
	CAS no.
     

	9
	Packaging size

     
	Packaging material

     


Signature

	10
	Applying company 

     
	Date

     

	
	Signature


	Name

     


	Send three full sets of documentation
 to: 

Danish EPA
Tolderlundsvej 5
5000 Odense C, Denmark
Att. The pesticide division 
“Application for authorisation of pesticide”
or to: pesticider@mst.dk  
	Payment
:

The Danish EPA makes a decision on the application fee and sends the decision together with an invoice. The invoice states the amount to be paid and how to pay it. A list of application fees is available at MST’s website. 


Applicant
Current or future authorisation holder, i.e. the party responsible for initial placing of the plant protection product on the Danish  market
	No
	Information

	11
	Company name

     
	Company´s registration no. (see no. 12 below)
     

	
	Mailing address

     
	Telephone no. (incl. country code)
     

	
	Postal code and town

     
	Contact person

     

	
	Country

     
	E-mail address

     


Temporary representative
 (if applicable)
Representing the authorisation holder (i.e. the applicant in no. 11 above) only during the application procedure
	No
	Information

	13
	Company name

     
	Company´s registration no.
     

	
	Address

     
	Telephone no. (incl. country code)
     

	
	Postal code and town

     
	Contact person

     

	
	Country

     
	E-mail address

     

	14
	A representative should prove the appointed level of representation by the applicant in original. 
 FORMCHECKBOX 
 Letter of appointment as temporary representative is attached


Permanent representative (if applicable)
Representing the authorisation holder (i.e. the applicant in no. 11 above) during the authorisation period (“ombud” in Swedish)
	No
	Information

	15
	Company name

     
	Company´s registration no. (see no. 16 below)
     

	
	Address

     
	Telephone no. (incl. country code)
     

	
	Postal code and town

     
	Contact person

     

	
	Country

     
	E-mail address

     


Invoicing address for application fee
	No.
	Information

	16
	Application fee will be paid by

 FORMCHECKBOX 
 Authorisation holder
 FORMCHECKBOX 
 Temporary representative

 FORMCHECKBOX 
 Permanent representative

	
	Invoicing address

     
	Contact person (name/e-mail/tel)



	
	Postal code and town

     
	Country



	
	Information wished on the invoice
     
	


Application – Authorisation and re-authorisation
	No
	Information

	17
	Is the application submitted to other Member States in the Northern zone?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If yes ( indicate to which Member State(s):

 FORMCHECKBOX 
 DK – Denmark
 FORMCHECKBOX 
 EE – Estonia
 FORMCHECKBOX 
 FI – Finland
 FORMCHECKBOX 
 IS – Iceland
 FORMCHECKBOX 
 LT – Lithuania
 FORMCHECKBOX 
 LV – Latvia
 FORMCHECKBOX 
 NO – Norway
 FORMCHECKBOX 
 SE – Sweden

	18
	Is the product intended for use in green house, pre- or post harvest, in storage rooms or as seed treatment?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If yes ( indicate in which Member State(s):

 FORMCHECKBOX 
 AT Austria
 FORMCHECKBOX 
 BE Belgium
 FORMCHECKBOX 
 BG Bulgaria
 FORMCHECKBOX 
 CY Cyprus
 FORMCHECKBOX 
 CZ Czech Republic
 FORMCHECKBOX 
 DE Germany
 FORMCHECKBOX 
 DK Denmark
 FORMCHECKBOX 
 EE Estonia
 FORMCHECKBOX 
 EL Greece
 FORMCHECKBOX 
 ES Spain
 FORMCHECKBOX 
 FI Finland
 FORMCHECKBOX 
 FR France
 FORMCHECKBOX 
 HR Croatia
 FORMCHECKBOX 
 HU Hungary
 FORMCHECKBOX 
 IE Ireland
 FORMCHECKBOX 
 IS Iceland
 FORMCHECKBOX 
 IT Italy
 FORMCHECKBOX 
 LT Lithuania
 FORMCHECKBOX 
 LU Luxembourg
 FORMCHECKBOX 
 LV Latvia
 FORMCHECKBOX 
 MT Malta
 FORMCHECKBOX 
 NL Netherlands
 FORMCHECKBOX 
 NO Norway
 FORMCHECKBOX 
 PL Poland
 FORMCHECKBOX 
 PT Portugal
 FORMCHECKBOX 
 RO Romania
 FORMCHECKBOX 
 SE Sweden
 FORMCHECKBOX 
 SI Slovenia
 FORMCHECKBOX 
 SK Slovakia 
 FORMCHECKBOX 
 UK United Kingdom


Mutual recognition
	No
	Information

	21
	Reference Member State

     
	Authorisation no. (in the reference MS)

     

	
	Date of authorisation (dd month yyyy)

dd  FORMDROPDOWN 
 yyyy
	Date of expiry (dd month yyyy)

dd  FORMDROPDOWN 
 yyyy

	22
	Copy of the authorisation in the reference MS should be submitted, as well as a translation into English or MS language
 FORMCHECKBOX 
 Copies of authorisation are attached

	23
	A registration report should be submitted, in English 
 FORMCHECKBOX 
 Registration report is attached

	24
	A full annex III dossier
 FORMCHECKBOX 
 Full annex III dossier is attached incl. composition and source of active substance

	25
	If the acive substance is not registred in Denmark – or the aoolicant does not have access to the available Annex II data an Annex II dossier must also be submitted.
 FORMCHECKBOX 
 Full annex II dossier is attached

	26
	Statement concerning Climate-comparability
 FORMCHECKBOX 
 Statement concerning Climate-comparability is attached


Intended uses, label and authorisation class
	No
	Information

	27
	Intended uses - GAP 

Danish GAP

Complete zonal GAP (risk envelope GAP), if relevant ,
Complete zonal GAP(indicating relevant for which Member State.
	 FORMCHECKBOX 
 Zonal core GAP (risk envelope GAP) is attached (if relevant)

	28
	Label
 FORMCHECKBOX 
 Proposed national label(s) is/are attached

 FORMCHECKBOX 
 Draft master label is attached

	29
	User category
 FORMDROPDOWN 



Active substance no. 1: <Name of the active substance>
	No
	Information
	Yes
	No

	30:1
	Sources

Have all sources been evaluated by a Member State?

If yes ( all relevant equivalence reports should be submitted

If no ( all relevant documentation should be submitted
	 FORMCHECKBOX 


	 FORMCHECKBOX 



	31:1
	Data access

Is all data on the active substance owned by the applicant?

If no ( Letter of Access in original and/or  Data sharing agreement/task force should be submitted
If yes ( Report on data match should be submitted or please answer question no. 31:1 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	32:1
	If yes at question no. 30:1

Is the documentation of the active substance assessed by a Member State? 

If no ( an additional application fee will be charged
	
	 FORMCHECKBOX 


	33:1
	Data access

Is used data out of protection?

If yes ( justifications for using data out of protection should be submitted
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	34:1
	New studies

Are new tests or study reports included? 

If yes ( justifications (art 33.3 d) should be submitted
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	35:1
	New studies

Are studies on vertebrates included? 

If yes ( justifications of new vertebrate studies and/or 

Information of efforts reaching an agreement should be submitted
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	36:1
	Candidate for substitution
Is the active substance a candidate for substitution?

If yes ( A national addendum for each concern member state must be submitted
	 FORMCHECKBOX 

	 FORMCHECKBOX 



Active substance no. 2: <Name of the active substance> 
	No
	Information
	Yes
	No

	30:2
	Sources

Have all sources been evaluated by a Member State?

If yes ( all relevant equivalence reports should be submitted

If no ( all relevant documentation should be submitted
	 FORMCHECKBOX 


	 FORMCHECKBOX 



	31:2
	Data access

Is all data on the active substance owned by the applicant?

If no ( Letter of Access in original and/or  Data sharing agreement/task force should be submitted
If yes ( Report on data match should be submitted or please answer question no. 31:2
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	32:2
	If yes at question no. 30:2
Is the documentation of the active substance assessed by a Member State? 

If no ( an additional application fee will be charged
	
	 FORMCHECKBOX 


	33:2
	Data access

Is used data out of protection?

If yes ( justifications for using data out of protection should be submitted
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	34:2
	New studies

Are new tests or study reports included? 

If yes ( justifications (art 33.3 d) should be submitted
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	35:2
	New studies

Are studies on vertebrates included? 

If yes ( justifications of new vertebrate studies and/or 

Information of efforts reaching an agreement should be submitted
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	36:2
	Candidate for substitution

Is the active substance a candidate for substitution?

If yes ( A national addendum for each concern member state must be submitted
	 FORMCHECKBOX 

	 FORMCHECKBOX 



Active substance no. 3: <Name of the active substance> 

	No
	Information
	Yes
	No

	30:3
	Sources

Have all sources been evaluated by a Member State?

If yes ( all relevant equivalence reports should be submitted

If no ( all relevant documentation should be submitted
	 FORMCHECKBOX 


	 FORMCHECKBOX 



	31:3
	Data access

Is all data on the active substance owned by the applicant?

If no ( Letter of Access in original and/or  Data sharing agreement/task force should be submitted
If yes ( Report on data match should be submitted or please answer question no. 31:3
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	32:3
	If yes at question no. 30:3
Is the documentation of the active substance assessed by a Member State? 

If no ( an additional application fee will be charged
	
	 FORMCHECKBOX 


	33:3
	Data access

Is used data out of protection?

If yes ( justifications for using data out of protection should be submitted
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	34:3
	New studies

Are new tests or study reports included? 

If yes ( justifications (art 33.3 d) should be submitted
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	35:3
	New studies

Are studies on vertebrates included? 

If yes ( justifications of new vertebrate studies and/or 

Information of efforts reaching an agreement should be submitted
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	36:3
	Candidate for substitution

Is the active substance a candidate for substitution?

If yes ( A national addendum for each concern member state must be submitted
	 FORMCHECKBOX 

	 FORMCHECKBOX 



Product data
	No
	Information
	Yes
	No

	37
	Data access

Is all data on the product owned by the applicant?

If no ( Letter of Access in original and/or  

Data sharing agreement/task force should be submitted
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	38
	Data access

Is used data out of protection?

If yes ( justifications for using data out of protection should be submitted
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	39
	New studies

Are new tests or study reports included? 

If yes ( justifications (art 33.3 d) should be submitted
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	40
	Vertebrate studies

Are studies on vertebrates included? 

If yes ( justifications of new vertebrate studies and/or
Information of efforts reaching an agreement should be submitted
	 FORMCHECKBOX 

	 FORMCHECKBOX 



Further information
	No
	Information
	Yes
	No

	41
	Maximum residue level (MRL)
Is new MRL needed/required? (article 33(3) e)

If yes ( a copy of the application should be submitted
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	42
	Confirmatory data

Is confirmatory data requested in the inclusion for the active substance?
If yes ( state whether it has been submitted and evaluated by the

 FORMCHECKBOX 
 RMS
 FORMCHECKBOX 
 DMS 
 FORMCHECKBOX 
 Other MS 
 FORMCHECKBOX 
 Not applicable

Comments

     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	43
	Authorisation in other Member State(s)
Is the product authorised in other Member State(s)?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 

If yes ( indicate in which Member State(s)
 FORMCHECKBOX 
 AT Austria
 FORMCHECKBOX 
 BE Belgium
 FORMCHECKBOX 
 BG Bulgaria
 FORMCHECKBOX 
 CY Cyprus
 FORMCHECKBOX 
 CZ Czech Republic
 FORMCHECKBOX 
 DE Germany
 FORMCHECKBOX 
 DK Denmark
 FORMCHECKBOX 
 EE Estonia
 FORMCHECKBOX 
 EL Greece
 FORMCHECKBOX 
 ES Spain

 FORMCHECKBOX 
 FI Finland
 FORMCHECKBOX 
 FR France
 FORMCHECKBOX 
 HR Croatia
 FORMCHECKBOX 
 HU Hungary
 FORMCHECKBOX 
 IE Ireland
 FORMCHECKBOX 
 IS Iceland
 FORMCHECKBOX 
 IT Italy
 FORMCHECKBOX 
 LT Lithuania
 FORMCHECKBOX 
 LU Luxembourg
 FORMCHECKBOX 
 LV Latvia

 FORMCHECKBOX 
 MT Malta
 FORMCHECKBOX 
 NL Netherlands
 FORMCHECKBOX 
 NO Norway
 FORMCHECKBOX 
 PL Poland
 FORMCHECKBOX 
 PT Portugal

 FORMCHECKBOX 
 RO Romania
 FORMCHECKBOX 
 SE Sweden
 FORMCHECKBOX 
 SI Slovenia
 FORMCHECKBOX 
 SK Slovakia 
 FORMCHECKBOX 
 UK United Kingdom


Annexes
	See No
	Issue
	Comments
	Attached?
	Annex No

	
	
	
	Yes
	No
	

	Applicant/representative

	12
	Applying company´s/corporation´s certificate
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	14
	Power of attorney – temporary representative
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	16
	Representing company´s/corporation´s certificate
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	17
	Power of attorney – permanent representative
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Mutual recognition

	22
	Copy of authorisation – original MS language
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	22
	Translation of authorisation – English or MS language
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	23
	Registration report
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	24
	Statement of identity
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	25
	Statement of comparability
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	26
	Statement of minor use
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Intended uses, label and authorisation class

	27
	Complete zonal GAP
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	27
	Zonal core GAP
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	28
	Proposed national label(s)
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	28
	Draft master label
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Active substance no. 1

	30:1
	Equivalence report or other documentation
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	31:1
	Letter of Access – Active substance data 
(in original)
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	31:1
	Data sharing agreement/task force
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	31:1
	Report on data match
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	33:1
	Justification for using data out of protection
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	34:1
	New studies – justifications (art 33.3 d)
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	35:1
	Vertebrate studies – justifications new studies
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	35:1
	Vertebrate studies – reaching agreement
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	36:1
	Candidate for substitution – national assessment
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Active substance no. 2

	30:2
	Equivalence report or other documentation
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	31:2
	Letter of Access – Active substance data 
(in original)
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	31:2
	Data sharing agreement/task force
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	31:2
	Report on data match
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	33:2
	Justification for using data out of protection
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	34:2
	New studies – justifications (art 33.3 d)
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	35:2
	Vertebrate studies – justifications new studies
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	35:2
	Vertebrate studies – reaching agreement
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	36:2
	Candidate for substitution – national assessment
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Active substance no. 3

	30:3
	Equivalence report or other documentation
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	31:3
	Letter of Access – Active substance data 
(in original)
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	31:3
	Data sharing agreement/task force
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	31:3
	Report on data match
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	33:3
	Justification for using data out of protection
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	34:3
	New studies – justifications (art 33.3 d)
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	35:3
	Vertebrate studies – justifications new studies
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	35:3
	Vertebrate studies – reaching agreement
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	36:3
	Candidate for substitution – national assessment
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Product data

	37
	Letter of Access – Product data (in original)
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	37
	Data sharing agreement/task force
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	38
	Justification for using data out of protection
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	39
	New studies – justifications (art 33.3 d)
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	40
	Vertebrate studies – justifications new studies
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	41
	Vertebrate studies – reaching agreement
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Further information

	40
	Application of a new MRL (copy)
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	    
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	    
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	    
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	    
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	    
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	    
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	    
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	    
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	    
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	    
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


If more rows are needed, just press the “TAB-tangent” in the last table cell.

� If the signature is done by someone other than the applying company, a power of attorney confirming the right to sign the application on behalf of the applicant should be submitted.


�  The first page of this application form, and Letter of Access, should be submitted as signed originals. All other documents, including the remainder of the application form, can be delivered on CD or in another digital form.


� According to the Danish Statutory Order on Pesticides.


� The authorisation holder is fully responsible for the placing of a plant protection product on the MS market. The representative cannot hold the authorisation.
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