Application for Authorization license for  Experimentation1
(in accordance with the Ministerial Decision 183351/24-4-2010)

CATEGORY  V

SUBCATEGORY E  
	· All information in this application are considered that have commercial interest and cannot be placed to the third parties 

	· Your application is accepted only if accompanied by the appropriate fee

	· Before completing this form please consult the attached instructions. If you need assistance please consult the Competent Authority
	· You have to answer to all the questions. Incomplete applications will be returned. Undersign and put the date.

· Before completing the application, you should consult the Ministerial Decision 183351/7-4-2010

	Note the category of   Experimentation License you want:




	Biological tests / experiments for which only requires disclosure (Article 2)
	
	Experimentation license with destruction  of the production (Article 5)
	

	
	
	
	

	Experimentation license with non destruction  of the production (Article 6, Category  I)
	
	Experimentation license with non destruction  of the production (Article 6, Category  II)
	

	
	
	
	

	Experimentation license with non destruction  of the production (Article 6, Category  III)
	
	Experimentation license for reseach purposes (article 7) 
	

	1
	Φυσικό ή Ν.Π.Δ.Δ. ή Ν.Π.Ι.Δ.


	USE CAPITAL LETTERS  

	(a) RESPONSIBLE/  CONTACT  POINT 
	

	 
	


	(b) Φυσικό ή Ν.Π.Δ.Δ.

      ή Ν.Π.Ι.Δ/ θέση
	


1 Applications are submitted electronically to a manageable format (e.g. word) and is accompanied by a list of crops which will make the biological tests

	

	(c) Επωνυμία του Φυσικού ή Ν.Π.Δ.Δ.ή Ν.Π.Ι.Δ.and address 

	                                                                                     Τ.Κ.


	
	(δ) Τelephone
	

	
	

	
	(ε) FAX
	


	
	(στ) E-mail
	


	2
	 Plant protection product for   experimentation

	
	Use capital letters 

 

	
	(a) TRADE NAME
	

	
	
	

	
	

	
	(b) Kind of formulation 2
	
	


	
	(c) Category 3
	

	
	

	(d) Active (s)substance(s) and content 4

   
  
	


	
	(e) Requested product quantity
	


	3
	Responsible statement


 I have read the terms and conditions mentioned in the Ministerial Decision XXX Chapter B, and declare that the product will be applied in accordance with the provisions therein. Any adverse effects on humans and the environment will be communicated directly to the Competent Authority.
The experiments will be carried out by authorized by the Competent Authority facilities which have adequate infrastructure to conduct experiments except in the case of Article 7 of Decision Ministry 183351/7-4-2010

if you have completed the above information, complete point 4 to the category that applies to   you  
2 e.g. WP Wettable powder                                                                                                                                  3. insecticide , fungicide etc /you must mention only the action for which you notify for experimentation                                                                                                      4.name re IUPAC and content expressed in % w/w, % w.v depending on the kind of formulation 

	4Α
	Attachments (Experimentation for which no license for experimentation is required but Experimentation disclosure in accordance with Article 2 of Chapter B of The Decision                      183351/7-4-2010)
	Using by the Authorities


	(a) List of biological tests / experiments to be conducted 5
	
	
	

	
	
	
	

	(b) COPY OF THE SUBMITTED FEE 
	
	
	


5  This table should include biological tests / experiments will potentially be carried out and   in accordance with the model TRIAL («Disclosure and presentation of biological tests / experiments from the Experimental Unit O.P.P.A."). Table submitted electronically in a format that  would be   that information would be handled by the Authorities  
	4Β
	  Attachments (Experimentation with destruction  of the production  Article 5 of Chapter B of The Decision   183351/7-4-2010)
	Using by the Authorities

	
	
	

	
	(a) COPY OF THE SUBMITTED FEE     
	
	
	
	
	


	(b) List of biological tests / experiments to be conducted 6
	
	
	


6 This table should include biological tests / experiments will potentially be carried out during the valid of the Experimental license and   in accordance with the model TRIAL («Disclosure and presentation of biological tests / experiments from the Experimental Unit O.P.P.A."). Table submitted electronically in a format that  would be   that information would be handled by the Authorities  

	4C
	Attachments (Experimentation with non destruction  of the production  Article 6 of Chapter B of The Decision   183351/7-4-2010 
	Using by the Authorities

	
	
	
	
	
	
	

	
	(a) A copy of submitted   fee     
	
	
	
	
	

	
	
	
	
	
	
	

	
	(b) List of biological tests / experiments to be conducted 7
	
	
	
	
	

	
	
	

	
	(c) Copy of registration approval from another EU country
   
	
	
	
	
	


	(d) Residue data for (the) current (s) use (s)
	
	
	

	
	
	
	

	(e) letter of access 
	
	
	


	
	(f)  Requested area for experimentation
	Str/ha 
	


This table should include biological tests / experiments will potentially be carried out during the valid of the Experimental license and   in accordance with the model TRIAL («Disclosure and presentation of biological tests / experiments from the Experimental Unit O.P.P.A.").  

	4D
	Attachments (Experimentation with non destruction  of the production  Article 6, Category II,  of Chapter B of The Decision   183351/7-4-2010  
	Using by the Authorities


	a) A copy of submitted   fee
	
	
	

	
	
	
	

	(b) List of biological tests / experiments to be conducted 8
	
	
	

	
	
	
	

	(c) letter of access to the data 
	
	
	

	
	
	
	

	(d) Brief description of the manufacturing process and method of 
analysis of the active substance
	
	
	


	(e) Complete guaranteed technical composition of pure active
substance
	
	
	


	(f) Study on acute toxicity of the active substance in a mammal
   
	
	
	


	(g) Study in vitro for mutagenicity with the active substance
   
	
	
	


	(h) Sheet for correct handling and precautions (MSDS)
   
	
	
	

	
	

	(i) Feeding study 
   
	
	
	


	(k) Additional mutagenicity studies 
   
	
	
	


	(l) Teratogenicity study 
   
	
	
	


	(k) A study of metabolism in mammals
   
	
	
	


	(l) A study of metabolism in plants 
   
	
	
	


	(m) Method of residue analysis
   
	
	
	


	(n) Residue studies
   
	
	
	


	(o) Metabolism studies in mammals 
	
	
	


	(p) Study on residues on succeeding crops     
   
	
	
	


This table should include biological tests / experiments will potentially be carried out during the valid of the Experimental license and   in accordance with the model TRIAL («Disclosure and presentation of biological tests / experiments from the Experimental Unit O.P.P.A.").  

	4Ε
	Attachments (Experimentation with non destruction  of the production  Article 6, Category III,  of Chapter B of The Decision   183351/7-4-2010  
	Using by the Authorities


	a) A copy of submitted   fee
	
	
	

	
	
	
	

	(b) List of biological tests / experiments to be conducted 9
	
	
	

	
	
	
	

	(c) letter of access to the data 
	
	
	

	
	
	
	

	(d) Brief description of the manufacturing process and method of 
analysis of the active substance
	
	
	


	(e) Complete guaranteed technical composition of pure active
substance
	
	
	


	(f) Study on acute toxicity of the active substance in a mammal
   
	
	
	


	(g) Study in vitro for mutagenicity with the active substance
   
	
	
	


	(h) Sheet for correct handling and precautions (MSDS)

   
	
	
	

	
	

	(i) Feeding study 

   
	
	
	


	(k) Additional mutagenicity studies 

   
	
	
	


	(l) Teratogenicity study 

   
	
	
	


	(k) A study of metabolism in mammals
   
	
	
	


	(l) A study of metabolism in plants 
   
	
	
	


	(m) Method of residue analysis
   
	
	
	


	(n) Residue studies
   
	
	
	


	(o) Metabolism studies in mammals 
	
	
	


	(p) Study on residues on succeeding crops     
   
	
	
	


	 
	
	
	

	 (q) Acute toxicity and oral toxicity   in a kind
birds   (προκειμένου για γαριδάκια or seed dressing )
	
	
	


	(r) Acute toxicity and oral toxicity in rodents  
   
	
	
	


	(s) Study of acute toxicity in birds (when there is a risk
exposure of birds)
	
	
	


	(t) Acute toxicity study by oral and contact to the bees
   
	
	
	


	(u) Toxicity studies  to aquatic organisms
   
	
	
	


	(v) Scientific justification for the fate and behavior
environment
	
	
	


	(w)  Study on acute oral, skin and eye sensitization   with the formulation and / or active

	
	
	


	(x) Summary of toxicological studies
   
	
	
	


	(y) Requested area for experimentation   
	Str/ha


9. This table should include biological tests / experiments will potentially be carried out during the valid of the Experimental license and   in accordance with the model TRIAL («Disclosure and presentation of biological tests / experiments from the Experimental Unit O.P.P.A.").  

Experimentation license for research purposes (article 7) Attachments (Experimentation license for research purposes   Article 7, of Chapter B of The Decision   183351/7-4-2010  
	4F 
	Attachments (Experimentation license for research purposes   Article 7, of Chapter B of The Decision   183351/7-4-2010  

	Using by the Authorities


	(b) List of biological tests / experiments to be conducted 10
	
	
	


10. This table should include biological tests / experiments will potentially be carried out during the valid of the Experimental license and   in accordance with the model TRIAL («Disclosure and presentation of biological tests / experiments from the Experimental Unit O.P.P.A.").  

� NAME RE  IUPAC AND CONTENT IN  % W/W AND W/V DEPENDING ON THE KIND OF FORMULATION  β/β ή β/ο ανάλογα με την μορφή του σκευάσματος





5.the list must contain the biological tests/experiments that potentially will  take place and will be in accordance with Section TRIAL 

