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Finnish Safety and Chemicals Agency




	Application for amendments and request for withdrawal of an authorisation of plant protection product
According to Regulation (EC) No1107/2009


	
	Application for amendments and request for withdrawal of an authorisation of plant protection product
According to Regulation (EC) No1107/2009



	Finnish Safety and Chemicals Agency (Tukes)

P.O.Box 66
FI-00521 HELSINKI, Finland
	Authority notes:

     

	
	Reg.No:

     

	
	DNo:

     


Application
	No.
	Information

	1
	Type of application (See below)
Fill in chapters   x
Compulsory attachment
 FORMCHECKBOX 
  Label Extension
1-6, 8, 16

a, b
 FORMCHECKBOX 
  Label extension - minor use
1-8, 16

a, c

 FORMCHECKBOX 
  Withdrawal at use/uses
1-6, 14, 16

a, b

 FORMCHECKBOX 
  Label change
1-6, 16

a, b
 FORMCHECKBOX 
  Change of composition
1-6, 16

d, e, h

 FORMCHECKBOX 
  Change of name of the product
1-6, 9, 16

 FORMCHECKBOX 
  New manufacturer a.i.
1-6, 10, 16

f

 FORMCHECKBOX 
  New manufacturer product
1-6, 10, 16

 FORMCHECKBOX 
  Additional manufacturer a.i.
1-6, 11, 16

f

 FORMCHECKBOX 
  Additional manufacturer product
1-6, 11, 16

 FORMCHECKBOX 
  New registration holder
1-6, 12, 16

g

 FORMCHECKBOX 
  New representative
1-6, 13, 16

g

 FORMCHECKBOX 
  Identical product
1-6, 16

b, d
 FORMCHECKBOX 
  Withdrawal
1-6, 14, 16

 FORMCHECKBOX 
  Other amendment
1-6, 15, 16




Product
	No.
	Information

	2.
	Name of the product

     
	Registration No

     


	1. Applications

Please send your application to ppp@tukes.fi  

Documents containing confidential or otherwise sensitive information has to be sent via secure email (Send secure email). The maximum size of email attachments is 500 MB. Larger files should be compressed or sent in multiple emails. 

2. Documentation

We wish to have your documentation via safe cloud service or on CD (1 copy). Address:  Finnish Safety and Chemicals Agency, Tukes, Opastinsilta 12 (P.P. Box 66), FI-00521 Helsinki, Finland. 
3. Questions

For further questions please contact: ppp@tukes.fi
	Payment:

Please do not pay the application fee before receiving an invoice from the Finnish Safety and Chemicals Agency.
 




Registration holder
	No.
	Information

	3
	Company name
     
	     

	
	Mailing address

     
	Telephone number

     

	
	Postal code and town

     
	Contact person

     

	
	Country

     
	E-mail address

     


Invoicing information of the applicant
	No.
	Information

	4
	Invoicing address:
     
	VAT: 

     


Representative
 
	No.
	Information

	5
	Company name
     
	     

	
	Mailing address

     
	Telephone number



	
	Postal code and town

     
	Contact person

     

	
	Country

     
	E-mail address

     


Agent (if exists)
	No.
	Information

	6
	Company name
     
	     

	
	Mailing address

     
	Telephone number

     

	
	Postal code and town

     
	Contact person
     

	
	Country
     
	E-mail address
     


Applicant (in case of minor use)
	No.
	Information

	7
	Name of organisation

 FORMTEXT 

     
	 FORMTEXT 

     

	
	Mailing address

 FORMTEXT 

     
	Telephone number

 FORMTEXT 

     

	
	Postal code and town

 FORMTEXT 

     
	Contact person

 FORMTEXT 

     


	
	Country

 FORMTEXT 

     
	E-mail address

 FORMTEXT 

     


Label extension or label extension minor use
An application for label extension may require a new assessment where some or all of the data requirements for an application for authorisation/re-authorisation of a plant protection product have to be met.
	No.
	Information

	8
	Extended crop(s)


	Extended pest(s)




Change of name of the product
	No.
	Information

	9
	New product name

     


New manufacturer of active substance or product

New manufacturer
	No.
	Information

	10
	Company name
     
	     

	
	Mailing address

     
	Telephone number



	
	Postal code and town

     
	Contact person

     

	
	Country

     
	E-mail address

     


New or additional manufacturer If confidentiality is claimed, e.g. for source of active substance, please provide the data specified below as appendix
	No.
	Information

	10
	Company name
     
	Active substance (if applicable)
     

	
	Mailing address

     
	Telephone number



	
	Postal code and town

     
	Contact person

     

	
	Country

     
	E-mail address

     


Additional manufacturer

Current manufacturer 
	No.
	Information

	11
	Company name
     
	Active substance (if applicable)
     

	
	Mailing address

     
	Telephone number



	
	Postal code and town

     
	Contact person

     

	
	Country

     
	E-mail address

     


Additional manufacturer 
	No.
	Information

	11
	Company name
     
	Active substance (if applicable)
     

	
	Mailing address

     
	Telephone number



	
	Postal code and town

     
	Contact person

     

	
	Country

     
	E-mail address

     


New registration holder
	No.
	Information

	12
	Company name

     
	     

	
	Mailing address

     
	Telephone number



	
	Postal code and town

     
	Contact person

     

	
	Country

     
	E-mail address

     


New representative
	No.
	Information

	13
	Describe the amendment



	
	Company name
     
	     

	
	Mailing address

     
	Telephone number



	
	Postal code and town

     
	Contact person

     

	
	Country

     
	E-mail address

     


Request of withdrawal

	No
	Information

	14
	Withdrawal

Product:      
Reason:      


Other amendment

	No.
	Information

	15
	Describe the amendment




Signature3
	No.
	Information

	16
	Applicant
     
	Date

     

	
	Signature


	Name

     


	
	Attachments

	a)
	GAP-table

	b)
	Draft label text in Finnish and Swedish

	c)
	Draft label text in extended use areas

	d)
	Current composition

	e)
	New composition

	f)
	Equivalency evaluation

	g)
	Authorization letter

	h)
	SDS


�  Decree of the Ministry of Employment and the Economy on Charges Payable for Performances of the Finnish Safety and Chemicals Agency (1283/2021).





�  The applicant is fully responsible for the placing of a plant protection product on the Finnish market. The temporary representative cannot hold an authorization.


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