FORM
 1
	1
	Identity of the formulated product


	1.1 Registration Number (ΑΑΔΑ)

1.1.a Date of issue
1.1.b Expiring Date 

	ΧΧΧΧ
ΧΧΧΧ
ΧΧΧΧ
	


	1.2 Formulated product (PPP)

	1.2.a Commercial name
	

	1.2.b Type of formulation
 
	

	1.3 Active/safener/synergist ingredient (s)

Active Ingredient 1

Common Name (s) according to ISO 

Content of the technical active ingredient in pure active ingredient
ΧΧ,ΧΧ % (w/w) min
Chemical group
Producer
Factory producing the active ingredient 

It is produced in the factory (name, full address):

Technical properties of the active ingredient:

The technical data of the active ingredient were submitted to the Greek Ministry with the Protocol Number XXXXX by the applicant, and are represented in Annex I of this decision. Annex I is confidential information and is archived in the Greek Ministry. 


	1.4 Information on formulation
	

	
	
	

	a) Registration holder
:
	RCN
 (AME):
P.C.

Τel.:

Fax:

E-mail
	

	a) Contact point:
	Name:

Address:
P.C.:

Τel.:

Fax:

E-mail:
	

	
	
	

	b) Company responsible for distribution in the market (if different from the registration holder)
	P.C.

Tel.:

Fax:

E-mail
	

	
	
	

	c) Producer of the formulation:
	
	

	

	d) Factory formulating the product 

	Produced in the facilities of the company (full address):


	

	
	
	

	e) Factory (ies) for repacking the product
	It is repacked in the following companies:
	

	

	f) Composition of the product:
	Active ingredient/safener/synergist: XX,XX % (w/w)
Co-formulants: XX,XX % w/w
The detailed compostition of the product as it was submitted with the protocol number XXXXX by the applicant is represented in Annex I of this decision. It is a confidential decision and is archived in the Greek Ministry.
	


	2
	Packaging(s)


2.2 Packaging:

	Α/Α
	Packaging
	Size
	Material

	
	
	
	

	
	
	
	


	3 
	Information on application:


	Only for professional users / non-professional users
.

	
	
	Application information:

Mixing instructions:

Cleaning spraying tank instructions:

Instructions for safe handling of the product and its containers:

Tank mix instructions (with other products):
Instructions/Precautions for users:


	4 
	Type and Mode of action:
	

	
	
	


	5 
	5.1 Directions for use


	Crop
	Target
	Application rates 
	Type and Timing for application
	Maximum number of applications per season / Interval between applications (days)

	
	
	gr/ Ha
(max)
	gr/ 100lt water
	Spraying volume gr/Ha
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	Remarks::

1) 

2) 

3) 

4) 
The approved GAP is represented in AnnexII of this decision. 


	6 
	Special agronomic or plant health or environmental conditions, under which the product should be used or should be avoided.
	e.g Resistance Management,  Directions for use for the IPM programs, etc.

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


	7.
	Time interval 
	

	
	Between the application and:
	

	
	
	

	
	- protected cultivations(crops)
	
	

	
	
	

	
	 - following cultivations(crops)
	
	

	
	
	

	
	
	

	
	
	

	
	- worker or animal re-entry
	
	


	8 
	Phytotoxicity, sensitivity of different varieties and other side effects on plants or on their products.
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


	9 
	Labelling of the product 
:
	


	10 
	R-phrases
	


	11 
	S-Phrases
	


	12 
	First aids - Antidote
	

	
	
	


	13
	Consumer’s protection
	

	
	
	


13.1 For the crops ΧΧΧΧ, are not determined yet the MRLs from the EU committee according to the submitted GAP.
	13.2 Pre harvest interval 
	Plant products
	Days
	

	
	
	
	

	
	
	
	

	
	
	
	


	14 
	Storage conditions, storage stability 
.
	

	
	
	

	
	
	

	
	
	

	
	
	


	15 
	Withdrawal of the registration/Renew of the registration

	This approval decision may be withdrawn anytime if the conditions are not valid anymore or if the data that were submitted are false or misleading.



	16
	List of protected studies

	
	In the AnnexII of this decision are listed all the studies, on which this decision was based on, and also the time period of their protection. This studies are archived in the Greek Ministry are available, apart from the confidential one.


	17 
	Submission of additional data/studies

	The registration holder must submit to the Ministry the following data/studies, within XX months from the issuing date of this Decision:

………………………………………………………………………………………


	Β
	General Obligations
	
	

	
	1. The registration holder is obliged to inform anytime the Ministry/Authorities for any harmful effects to human or/and the environment noticed after product’s use. Any concealment of such information is an offense and prosecuted while this approval will be revoked.
2. The registration holder is obliged to maintain the dossiers of this product, that are kept in the Ministry, always updated according to the newest scientific data for any future review.
3. The label of the product should be prepared according to Regulation 547/2011 and be consistent with this decision.
4. The advertising of this preparation is allowed only as long as it complies with the conditions of this approval and with the current legislations.

5. For each approved package, a final label should be submitted to the Ministry, before the specific packaging will be put on the market.
6. The registration holder shall keep for at least five (5) years a record of the quantities imported and sold of this plant protection product and to provide such information to the Ministry/Authorities whenever are requested.
7. The applicant/company concerned has the right to appeal within thirty (30) days after posting/uploading this decision in CLARITY (http://et.diavgeia.gov.gr/f/ypaat).


� In case the products are to be used for both professional and non-professional use, two different forms should be completed one for each use.


Form 1 is submitted for all kind of applications and accompanies both the applications of the categories I-IV and the corresponding subcategories mentioned in the circular XXXXX.


� The expiring date is the date one (1) year after the expiring date of the active ingredients, safeners or synergists substances which are contained in the product. For products/preparations which contain substances candidates for substitution the time period of the validity of the approval will be less.


� According GIFAP e.g. soluble powder, (SP), emulsifiable concentrate (EC) etc.


� For preparations that contain more than one active ingredients/safeners/synergist substances, the submitted data will be repeated for each substance.


� In case there in not a common, according to ISO, name of the active ingredient, complete the chemical name of the substance according to IUPAC or CA.


� Complete the name of the factory. Data related to the address of the factory are being kept in the archives of the Ministry.


� Registration Holder is the applicant. 


� Registration Company Number (RCN)/(AME). This number is issued by the Ministry.


� Complete the address of the factory’s owner. Data related to the address of the factory are being kept in the archives of the Ministry.


� Delete as appropriate.


� According to Regulation 1272/2008 CLP, as it is applicable on the date of submission.


� The expiring date will be mentioned on the label, in case it is less than two (2) years from the production date.





