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	TECHNICAL REGULATIONS DIVISION
MALTA COMPETITION AND CONSUMER AFFAIRS AUTHORITY

	APPLICATION FORM FOR THE AUTHORISATION / REGISTRATION OF A PLANT PROTECTION PRODUCT 

TRD 605


IMPORTANT:

Please note that the application will not be considered valid unless this form is duly completed, all correct documents, correct labels and / or payment are submitted with this application form.  

SECTION 1: GENERAL INFORMATION

	Trade Name / Proposed Trade Name:
	


	Type of Plant Protection Product:
	 FORMCHECKBOX 
 Fungicide


	 FORMCHECKBOX 
 Molluscicide

	
	 FORMCHECKBOX 
 Insecticide


	 FORMCHECKBOX 
 Repellent

	
	 FORMCHECKBOX 
 Herbicide


	 FORMCHECKBOX 
 Rodenticide

	
	 FORMCHECKBOX 
 Plant Growth Regulator
	 FORMCHECKBOX 
 Bactericide



	
	 FORMCHECKBOX 
 Other (specify)
	


Application for:

	 FORMCHECKBOX 

	Product Authorization



	 FORMCHECKBOX 

	Authorization through Mutual Recognition



	 FORMCHECKBOX 

	Other:(specify)
	


Name and Address of Applicant (permanent Community address):

	Name:
	

	Address:
	

	
	

	Phone / Mobile No:
	

	E-mail:
	

	Fax:
	

	Contact person:
	


Name and Address of representative in Malta (if applicable): 
	Name:
	

	Address:
	

	
	

	Phone / Mobile No:
	

	E-mail:
	

	Fax:
	

	Contact person:
	


SECTION 2: CERTIFICATE
A Free sales certificate / Marketing Authorisation from an EU competent authority is attached with this form:

 FORMCHECKBOX 
  Yes



 FORMCHECKBOX 
  No

EU Member states where the product is authorized:

	Country
	Registration Number
	Date
	Product Name
	Expiry Date

	
	
	
	
	

	
	
	
	
	


SECTION 3: ASSESSMENT REPORT
An assessment report of the reference Member State containing information on the evaluation and decision on the plant protection product is attached to this form: 

 FORMCHECKBOX 
  Yes



 FORMCHECKBOX 
  No

SECTION 4: IDENTICALITY OF THE PRODUCT

A formal statement that the plant protection product is identical to that authorised by the reference Member State is attached to this form:

 FORMCHECKBOX 
  Yes



 FORMCHECKBOX 
  No

SECTION 5: ACTIVE INGREDIENTS

Active Ingredient 1

Content & Tolerance limits of active ingredient in % (w/w, g/l) in the technical product:

	Active Ingredient
	CAS Number
	Content
	Tolerance limit % (w/w, g/l)

	
	
	% technical
	% pure
	

	
	
	
	
	


	Active Ingredient Classification

	Indications of Danger (Symbol)
	Risk Phrases (Numbers)
	Safety Phrases (Numbers)

	
	
	


A letter of access has to be supplied whenever the ownership of data is NOT the same as the applicant AND the active ingredient is an approved ingredient.
A Letter of Access is attached with this form:

 FORMCHECKBOX 
  Yes
       No because 
 FORMCHECKBOX 
applicant & ownership of data are identical






 FORMCHECKBOX 
active ingredient is not approved yet
If Yes, please fill in details of owner who gave you the Letter of Access
Ownership of data on active ingredient:

	Company Name:
	

	Address:
	

	
	

	Phone / Mobile No:
	

	E-mail:
	

	Contact person:
	


Active Ingredient 2

Content & Tolerance limits of active ingredient in % (w/w, g/l) in the technical product:

	Active Ingredient
	CAS Number
	Content
	Tolerance limit % (w/w, g/l)

	
	
	% technical
	% pure
	

	
	
	
	
	


	Active Ingredient Classification

	Indications of Danger (Symbol)
	Risk Phrases (Numbers)
	Safety Phrases (Numbers)

	
	
	


A letter of access has to be supplied whenever the ownership of data is NOT the same as the applicant AND the active ingredient is an approved ingredient.

A Letter of Access is attached with this form:

 FORMCHECKBOX 
  Yes
        FORMCHECKBOX 
 No because 
 FORMCHECKBOX 
applicant & ownership of data are identical






 FORMCHECKBOX 
active ingredient is not approved yet
If Yes, please fill in details of owner who gave you the Letter of Access
Ownership of data on active ingredient:

	Company Name:
	

	Address:
	

	
	

	Phone / Mobile No:
	

	E-mail:
	

	Contact person:
	


Active Ingredient 3
Content & Tolerance limits of active ingredient in % (w/w, g/l) in the technical product:

	Active Ingredient
	CAS Number
	Content
	Tolerance limit % (w/w, g/l)

	
	
	% technical
	% pure
	

	
	
	
	
	


	Active Ingredient Classification

	Indications of Danger (Symbol)
	Risk Phrases (Numbers)
	Safety Phrases (Numbers)

	
	
	


A letter of access has to be supplied whenever the ownership of data is NOT the same as the applicant AND the active ingredient is an approved ingredient.

A Letter of Access is attached with this form:

 FORMCHECKBOX 
  Yes
            No because 
 FORMCHECKBOX 
applicant & ownership of data are identical






 FORMCHECKBOX 
active ingredient is not approved yet
If Yes, please fill in details of owner who gave you the Letter of Access
Ownership of data on active ingredient:

	Company Name:
	

	Address:
	

	
	

	Phone / Mobile No:
	

	E-mail:
	

	Contact person:
	


SECTION 6: CO-FORMULANTS

Co-Formulant 1

	Co-Formulant
	CAS Number
	Content

	
	
	


	Co-Formulant Classification

	Indications of Danger (Symbol)
	Risk Phrases (Numbers)
	Safety Phrases (Numbers)

	
	
	


Co-Formulant 2
	Co-Formulant
	CAS Number
	Content

	
	
	


	Co-Formulant Classification

	Indications of Danger (Symbol)
	Risk Phrases (Numbers)
	Safety Phrases (Numbers)

	
	
	


Co-Formulant 3
	Co-Formulant
	CAS Number
	Content

	
	
	


	Co-Formulant Classification

	Indications of Danger (Symbol)
	Risk Phrases (Numbers)
	Safety Phrases (Numbers)

	
	
	


Co-Formulant 4
	Co-Formulant
	CAS Number
	Content

	
	
	


	Co-Formulant Classification

	Indications of Danger (Symbol)
	Risk Phrases (Numbers)
	Safety Phrases (Numbers)

	
	
	


Co-Formulant 5
	Co-Formulant
	CAS Number
	Content

	
	
	


	Co-Formulant Classification

	Indications of Danger (Symbol)
	Risk Phrases (Numbers)
	Safety Phrases (Numbers)

	
	
	


SECTION 7:  CHEMICAL COMPOSITION OF PPP
A document with detailed chemical composition of the PPP has been submitted. 
                          FORMCHECKBOX 
   Yes                  FORMCHECKBOX 
    No 
SECTION 8: PLANT PROTECTION PRODUCT
	Current classification of Product

	Indications of Danger (Symbol)
	Risk Phrases (Numbers)
	Safety Phrases (Numbers)

	
	
	


	Results of analysis of Product (Please insert figures of results of analysis)

	DL 50 oral rat (mg/Kg)
	

	DL 50 Dermal rat (mg/Kg)
	

	CL 50 inhalation rat (mg/l/4h)
	

	Eye Irritation rabbit 
	

	Dermal irritation rabbit
	

	Sensitization
	

	Fish (CL 50 in mg/l)
	

	Daphnia (EC 50 in mg/l)
	

	Algae (LC 50 in mg/l)
	

	Other Studies: 
	

	
	

	
	

	
	

	Notes: 
	


	Impurities

	Name 
	CAS No
	%

	
	
	

	
	
	

	
	
	


	Proposed classification of Product

	Indications of Danger (Symbol)
	Risk Phrases (Numbers)
	Safety Phrases (Numbers)

	
	
	


SECTION 9: SAFETY
A SDS has been submitted for the formulant in accordance with Directive 67/548/EEC or Regulation 1272/2008/EC as applicable has been submitted. 
                          FORMCHECKBOX 
   Yes                  FORMCHECKBOX 
    No 
A SDS for each active substance and co-formulant in accordance with Directive 67/548/EEC or Regulation 1272/2008/EC as applicable has been submitted.
                          FORMCHECKBOX 
   Yes                  FORMCHECKBOX 
    No 
Note that all SDS must be supplied to authorize / register a product

SECTION 10: DOSSIER

A technical dossier or summary dossier supplying the information necessary as required in Article 33(3) of Regulation 1107/2009 is attached with this form:
 FORMCHECKBOX 
  Yes


 FORMCHECKBOX 
  No, it is not available yet and a formal letter is attached

 


                with this form

If NO is selected, applicant must supply a formal letter stating that a Summary Dossier will be supplied as soon as is available.
SECTION 11:  LABELLING

The following labels are attached with this form:

 FORMCHECKBOX 
  Original

 FORMCHECKBOX 
  Official translation in English (if Original is not in English)

 FORMCHECKBOX 
  Official translation in Maltese (note that if Maltese alphabet is not used,

                                                the label (and application) will not be valid)
SECTION 12:  PACKAGING
Please include details of the quantity and units (eg. Grams/kgs/litres) of individual packaging intended to be placed on the Maltese market. 
	Retail Packaging Size in Malta 

	Quantity
	Unit

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


SECTION 13:  OTHER INFORMATION

The product is intended for:

 FORMCHECKBOX 
  Professional use


 FORMCHECKBOX 
  Non-professional use

Is the product ready to use and does not need to be diluted? 

 FORMCHECKBOX 
      Yes

 FORMCHECKBOX 
   No
	Diluent type & volume if diluted:    




	Maximum individual dose rate:


	Maximum number of applications:


	Intervals between applications:


	Method(s) of application & type of equipment:    




	Recommended time of application:


	Latest time of application:


	Minimum interval between applications:


	Possible combinations with other products:




SECTION 14:  PAYMENT DETAILS

Payment of € __________ has been effected on (please include date) _______________________through: 

 FORMCHECKBOX 
 Bank Transfer

 FORMCHECKBOX 
 Cheque

 FORMCHECKBOX 
 Other (Please specify) ____________________________

DECLARATION

I declare that the information in the present application is true. By signing this application form I am agreeing to its contents and accepting them in their entirety.  I am therefore legally bound and responsible for the provisions of this application form including any documents mentioned therein and any other documents which the Malta Competition and Consumer Affairs Authority may request.  I confirm that I have attached all relevant documents with this application form.
	Signature


	(Name & Surname)   
(Position)
	
	(Date)


----------------------------------------------For Office Use Only----------------------------------------------- 
Date Received: ___________________________________
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