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Application form for amendments of an authorisation for a plant protection product
Concerning the identity and the physical, chemical and technical properties.

	How to complete this form


	
· Complete all parts as appropriate. The application form shall be submitted as signed original. All other documents, including the copy of the application form, should be delivered on CD or in another digital form.
· For further questions about this form, contact postmottak@mattilsynet.no.
· Send application form to: postmottak@mattilsynet.no or by post to
Norwegian Food Safety Authority, Approvals department, 
P.O. Box 383, N – 2381 Brumunddal, 
Norway
· Send documentation to: pesticider@matilsynet.no and postmottak@mattilsynet.no or by post to: 
Norwegian Food Safety Authority, Approvals Department, Glynitveien 30, 1400 Ski, Norway




 
	Applicant
Authorisation holder, i.e., the party responsible for placing of the plant protection product on the Norwegian market

	No
	Information

	1
	Company name
[Write here]
	Organisation number
[Write here]

	
	Address
[Write here]
	Postal code and town
[Write here]

	
	Contact person 
[Write here]
	E-mail address
[Write here]
	Telephone no. (incl. country code)
[Write here]

	2
	If others than authorisation holder is applying for mutual recognition (art 40.2) and the use is of general interest for Norway
☐ Consent of the authorisation holder is attached



 
	Application representative [footnoteRef:2] (if applicable) [2:   The applicant is fully responsible for the placing of a plant protection product on the Norwegian market. The representative cannot hold an authorisation] 

Representing the authorisation holder (i.e. the applicant in point 4)

	No
	Information

	3
	Company name
[Write here]
	Organisation number
[Write here]

	
	Address
[Write here]
	Postal code and town
[Write here]

	
	Contact person 
[Write here]
	E-mail address
[Write here]
	Telephone no. (incl. country code)
[Write here]

	4
	A representative should prove the appointed level of representation with a letter of appointment by the applicant in original. 
☐ Letter of appointment as temporary representative is attached




	Invoicing address for application fee

	No.
	Information

	5
	Application fee will be paid by
☐ Authorisation holder
☐ Application representative

	
	Invoicing address
[Write here]
	Postal code and town
[Write here]

	
	Contact person
[Write here]
	Country
[Write here]

	
	E-mail address
[Write here]
	Telephone no. (incl. country code) [Write here]
	  Your reference no.
  [Write here]




	Signature [footnoteRef:3] [3:  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 shall be submitted.] 


	No
	Information

	6
	Applying company 
[Write here]
	Date (dd.mm.yyyy)
[Write here]

	
	Signature
[Write here]
	Name
[Write here]




	Product Information
State the plant protection products that are covered by the application

	No
	Information

	7
	Name of the product (only one product per application)
[Write here]
	Product code
[Write here]
	Authorisation no.
[Write here]

	
	Additional trade names (If applicable)
[Write here]
	Product code
[Write here]
	Authorisation no.
[Write here]

	
	Additional trade names (If applicable)
[Write here]
	Product code
[Write here]
	Authorisation no.
[Write here]

	
	Additional trade names (If applicable)
[Write here]
	Product code
[Write here]
	Authorisation no.
[Write here]

	
	Additional trade names (If applicable)
[Write here]
	Product code
[Write here]
	Authorisation no.
[Write here]





	Type of Amendment
Please tick the relevant box(es)

	No
	Information

	8-1

	Amendment of producer and/or manufacturer of the plant protection product
    ☐ Administrative amendment – Change in name and/or address of the producer and/or manufacturing site
    ☐ Alternative manufacturing plants

	8-2
	Amendment of producer and/or manufacturer of the active substance
    ☐ Administrative amendment – Change in name and/or address of the producer and/or manufacturing site
    ☐ Alternative sources of technical materials/active substance
    ☐ Amendments due to changes in e.g. the specification of the technical materials/active substance

	8-3
	Amendment of composition of the plant protection product (significant)
    ☐ Replacement of co-formulants 
    ☐ Addition of new co-formulants 
    ☐ Removal of existing co-formulants
    ☐ Changed content of existing co-formulant
    ☐ Other

	
	Applied in other MS (Name zRMS and cMS if applicable)?
[Write here]

	8-4
	Amendment of composition of the plant protection product (non-significant)
    ☐ Alternative source of already approved co-formulant and/or safener and/or synergist

    ☐ Other (e.g. trade name change of co-formulant)


	
	Applied in other MS (Name zRMS and cMS if applicatble)?
[Write here]

	8-5
	Amendment of shelf-life
    ☐ Extension of shelf-life stated on label
    ☐ Other


	
	Applied in other MS (Name zRMS and cMS if applicatble)?
[Write here]




	8-6
	Amendment of tank mixing partner(s)
    ☐ Mandatory (A) – Necessary for efficacious use of the product 
    ☐ Recommended (B) – Improved efficacy or pest control than if the products were applied alone 
    ☐ Convenient (B) – Reduction in number of spray operations

Specify proposed tank mixing partners:

	
	 Product name:
[Write here]
	Product code:
[Write here]
	Reg. no.:
[Write here]

	
	Product name:
[Write here]
	Product code:  
[Write here]
	Reg. no.:
[Write here]

	
	Product name:
[Write here]
	Product code:
[Write here]
	Reg. no.:
[Write here]

	
	Product name:
[Write here]
	Product code:
[Write here]
	Reg. no.:
[Write here]

	
	Product name:
[Write here]
	Product code:
[Write here]
	Reg. no.:
[Write here]

	
	Applied in other MS (Name zRMS and cMS if applicatble)?
[Write here]

	8-7
	Amendment of packaging
    ☐ New packaging material 
    ☐ New packaging size and/or design 
    ☐ Other

	
	Applied in other MS (Name zRMS and cMS if applicatble)?
[Write here]

	8-8
	Other amendments concerning identity and physical, chemical and technical properties
[Write here]

	
	Applied in other MS (Name zRMS and cMS if applicatble)?
[Write here]




	Requirements
Please tick the relevant box(es)

	No
	Information

	9-1
	Amendment of producer and/or manufacturer of the plant protection product
Documentation:
    ☐ Cover letter

Registration Report Updates – Applied Changes Highlighted:
    ☐ Part B1-B2 and B4 / addenda (if applicable)
    ☐ Part C
Comments
[Write here]

	9-2
	Amendment of producer and/or manufacturer of the active substance
Documentation:
    ☐ Cover letter
    ☐ Reference to Volume 4 of DAR/RAR or Evaluation report on equivalence (addendum if applicable)
    ☐ Information on the status of equivalence in relation to active substance renewal and the reference source
    ☐ Letter of supply (if applicable)

Registration Report Updates – Applied Changes Highlighted: 
    ☐ Part B1-B2 and B4 / addenda (if applicable)
    ☐ Part C

Comments
[Write here]

	9-3
	Amendment of composition of the plant protection product (significant)
Documentation:
    ☐ Cover letter
    ☐ Reason for changing the formulation 
    ☐ Comparison of the original formulation and the formulation applied for
    ☐ Characterisation of new co-formulants
    ☐ Composition of co-formulants (old and new)
    ☐ SDS of co-formulants (old and new)
    ☐ SDS of new formulation
    ☐ Studies on physical, chemical and technical properties, including details on storage stability
    ☐ Statement on the validity of analytical methods for determination of a.s. and relevant impurities in the new formulation
    ☐ Details on the impact on classification and labelling
    ☐ Statements or studies on the effects on efficacy and phytotoxicity
    ☐ Statements or studies on the effects on toxicology
    ☐ Statement or studies on the effects on ecotoxicology

Registration Report Updates – Applied Changes Highlighted: 
    ☐ Part A (if applicable)
    ☐ Part B 1,2,4 (if applicable)
    ☐ Part C

Specify other impacted parts of the registration report if applicable
[Write here]

Comments
[Write here]

	9-4
	Amendment of composition of the plant protection product (non-significant)
Documentation:
    ☐ Cover letter
    ☐ Reason for changing the formulation 
    ☐ Comparison of the original formulation and the formulation applied for
    ☐ Characterization of new co-formulants
    ☐ Composition of co-formulants (old and new)
    ☐ SDS of co-formulants
    ☐ Physicochemical tests (if applicable)
  
Registration Report Updates – Applied Changes Highlighted:
    ☐ Part C

Comments
[Write here]

	9-5
	Amendment of shelf-life
Documentation:
    ☐ Cover letter
    ☐ Ambient temperature shelf-life studies demonstrating the proposed extension of shelf-life
    ☐ Updated label proposal

Registration Report Updates – Applied Changes Highlighted:
    ☐ Part A (if applicable)
    ☐ Part B1,2,4 or addenda

Specify other impacted parts of the registration report if applicable
[Write here]

Comments
[Write here]




	9-6 A
	Amendment of tank mixing partner(s) (mandatory)
Tank mixtures must comply with all conditions specified on each product’s label

Documentation:
    ☐  Cover letter
    ☐  Statements or study reporting the biological compatibility (efficacy) 
    ☐  Statements or study reporting the formulation relevant properties in the presence of both products 
    ☐  Statements or study on dermal absorption
    ☐  Statements or study on residues in plants with tank mixtures 
    ☐  Recommended: Risk assessment showing there is no unacceptable risk for the environment in use of the tank mixture
    ☐  Updated label proposal

Registration Report Updates – Applied Changes Highlighted:
    ☐ Part A
    ☐ Part B1,2,4 or addenda
    ☐ Part B3 or addenda
    ☐ Part B5 or addenda (if applicable)
    ☐ Part B6 or addenda
    ☐ Part B7 or addenda
    ☐ Recommended: Part B8 or addenda
    ☐ Recommended: Part B9 or addenda

Comments
[Write here]

	9-6 B
	Amendment of tank mixing partner(s) (recommended or convenient)
Tank mixtures must comply with all conditions specified on each product’s label

Documentation:
    ☐ Cover letter
    ☐  Study reporting the physical and chemical compatibility of proposed tank mixes 
    ☐ Updated label proposal

Registration Report Updates – Applied Changes Highlighted:
    ☐ Part A
    ☐ Part B1,2,4 or addenda

Specify other impacted parts of the registration report if applicable
[Write here]

Comments
[Write here]




	9-7

	Amendment of packaging

Documentation:
    ☐ Cover letter 
    ☐ Specifications of new packaging
    ☐ Shelf-life studies performed using the proposed packaging material (if applicable)
    ☐ Accelerated storage stability studies performed using the proposed packaging material (if applicable)
    ☐ Seepage and permeability data (if applicable)

Registration Report Updates – Applied Changes Highlighted: 
    ☐ Part A
    ☐ Part B1,2,4 or addenda

Comments
[Write here]

	9-8

	Other amendments concerning identity and physical, chemical and technical properties

Comments
[Write here]




	Data ownership and confidentiality

	No
	Information
	Yes
	No

	10
	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 shall be submitted
	
☐

	
☐


	11
	Data protection
Are studies used to support the authorisation out of protection?
If yes, justifications for using data out of protection shall be submitted
Comments
[Write here]
	
☐
	
☐


	12
	Confidentiality request 
Is certain information requested to be kept confidential? 
If yes, the template available in SANCO/13169/2010 Rev. 11 shall be used.
	
☐

	
☐





	Further information

	No
	Information

	13
	Other comments
[Write here]
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