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N dossier number – COMMERCIAL NAME OF PRODUCT (registration number P/B)
	Type of product
	Insecticide, herbicide, fungicide

	Formulation type
	SL, EC, WG, …

	Active substance(s) and content
	x g/l XXX 

	Formulation code  
	(development code)


	Application for authorization for 120 days (Art. 53 – Emergency situations in plant protection products  – Regulation 1107/2009)

	Requested application period 
	120-days: from xx/yy/ 2020  till xx/yy/ 2021

	Destination 

Country (Zone) of destination (for seed treatment, indicate clearly whether you intend to export within or outside the EU, both cases have to be applied for separately!)
	 Professional use


	Status of active substance
	Active substance on annex I  (expiry date xx/yy/201x – EU n° xx/xxxx)


Confirmation of the availability of the product on the market and availability of information on the composition: 

(if you are not the holder of the product, give information on the availability of the product if the application is approved. You must also ensure that the holder of the product provides the FPS with information on the composition (composition, source of the active substance and the formulation, content of the active substance,...)

Annex:

(list of the document in annex of this application (study, bibliography,…)

Problem description (all sections below should be completed by the applicant):
	Danger (pest name EPPO, English and scientific)

Group names only acceptable in case of approved substances)
	

	Crop, plants or situation (crop or plant name EPPO, English; no group names)
	

	Minor or major use (Indicate if the use is considered to be minor)
	

	Further limitations (to be specified if relevant: surface treated,  restriction to certain regions or individual sites, conditions to be checked by regional plant protection service)
	

	MRL: Reference to product code number in Annex I of regulation (EC) No 396/2005
	

	Compliance with MRL set in Regulation (EC) No 396/2005 (yes/no; if no, complete attached GAP table and provide proposal for tMRL and consumer risk assessment)
	

	Value of tMRL if needed, including information on the measures taken in order to confine the commodities resulting from the treated crop to the territory of the notifying MS pending the setting of a tMRL on the EU level. (PRIMO EFSA model to be attached)
	

	Validated analytical method for monitoring of residues in plants and plant products.
	

	Measures taken to ensure consumer safety (Include a description of measures taken to ensure consumer protection. It should be indicated if the active substance(s) contained in the plant protection product being authorised is listed in Annex IV to Regulation (EC) No 396/2005 (i.e. no MRLs are required) or would be expected to be listed in that Annex.)
	

	Function of the product(E.g. systemic long acting insecticide; foliar fungicide, used for regular control, elimination scenario etc)
	

	Type of danger to plant production or ecosystem.

(Provide reasoning for what category the 120 day authorisation is given: quarantine pest; emergent pest, either invading non-native, or native; emerging resistance in a pest, etc. Whereas reference to the EU quarantine legislation may suffice for quarantine pests elaborate reasoning should be provided for the category 'any harmful pest')
	

	Size and effect of danger (Describe shortly the area affected, the development over time of the infestation, and the agronomic and economic effects it has)
	

	Absence of any other reasonable means (Describe the alternative control measures (chemical, non-chemical and cultural) and indicate why they do not (in combination) suffice. Describe which, if any, authorisations for the pest to be controlled exist in other Member States. 

	

	Rationale (Reason the risk management decision based on the findings of 15 to 18, containing especially a description of measures taken to ensure consumer protection).
	

	Mitigation measures (Describe what mitigation measures are taken if needed for minimising risk to humans, animals, and the environment, attach summary risk assessment. Describe what measures are taken to limit and control use)
	

	Applications in progress (The use notified may have been applied for already, or a suitable alternative PPP may be in the process of authorisation. Describe such applications, including a possible date of authorisation)
	

	Research activities (Describe the research efforts undertaken and/or in progress, their aims, their funding, and their expected date of results. This is needed for all categories of dangers, except quarantine pests that can still be eliminated, or infrequent pests, for which no official application for a normal authorisation or extension of use of the plant protection product exists.
In case of a repeated notification: indicate the state of works of the research projects.)
	


1.  Physical/Chemical properties and methods of analysis

Advice of the expert concerning physical-chemical analysis and analysis methods: 

	


2. Toxicology

Applicant proposal for labelling:

	Classified as:
	toxic, harmful, … flammable, ,…

	Hazard symbol:
	Xn, N, …

	Risk phrases:
	R10-20-…

	Safety phrases:
	S2-13-20/21-…-Spo2-…



CLP proposal for labelling:

	Proposed Classification:
	
	
	
	
	
	
	
	
	
	

	Classification:
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Symbol(s):
	 
	GSH02
	GSH03
	GSH04
	GSH05
	GSH06
	GSH07
	GSH08
	GSH09
	 

	Pictograms
	(please delete which is not applicable)
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	Signal words:
	 
	DANGER
	WARNING
	 
	 
	 
	 
	 
	 

	H-statement(s):
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	P-statement(s):
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Other mentions:
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 


Advice of the expert concerning toxicology  :
	 


3. Efficacy
Requested usage

	
	
	GAP rev.      , date: year-month-day


	PPP (product name/code)
product name / code
active substance 1
active substance 1
active substance 2
active substance 2
active substance ..
active substance ...

safener
safener

synergist
synergist
	Formulation:
Type:


type



Conc. of as 1:
conc.



Conc. of as 2:
conc.



Conc. of as …:
conc.

Conc. of safener:
conc.

Conc. Of synergist:
conc.

	
	

	Applicant: 

company/institution
	


	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12

	Use-No.

	Crop and/
or situation

(crop destination / purpose of crop)
	F
G
or
I
	Pests or Group of pests controlled

(additionally: developmental stages of the pest or pest group)
	Application
	Application rate
	PHI
(days)
	Remarks: 

e.g. safener/synergist per ha

e.g. recommended or mandatory tank mixtures

	
	
	
	
	Method / Kind
	Timing / Growth stage of crop & season
	Max. number (min. interval between applications)

a) per use

b) per crop/ season
	kg, L product / ha

a) max. rate per appl.

b) max. total rate per crop/season
	g, kg as/ha


a) max. rate per appl.

b) max. total rate per crop/season
	Water L/ha

min / max
	
	

	1
	
	
	
	
	
	
	
	
	
	
	


	Te behandelen
	(gewas)
	A traiter
	(culture)
	To be treated
	(crop)

	Stadium
	
	Stade
	
	Stage
	

	Opmerking
	· 
	Remarque
	· 
	Remark
	· 

	Wachttijd
	
	Délais 
	
	Waiting period
	

	Voorzorgen voor volggewassen
	
	Précautions pour les cultures suivantes
	
	Precautions for following crops
	

	Vijand
	
	Ennemis 
	
	Enemy
	

	Stadium (van de vijand)
	
	Stade (de l'ennemi)
	
	Stage (of the enemy)
	

	Opmerking
	
	Remarque 
	
	Remark
	/

	Dosis
	
	Dose
	
	Rate
	1 L/ha

	Aantal toepassingen
	
	Nombre de traitements
	
	Number of applications
	1-3 applications, with an interval of 21 days

	Toepassingsmethode
	
	Méthode d’application
	
	Method of application
	Field sprayer, at 200-500 L water/ha


Advice of the expert concerning biology:

	 


4. Residus 

4.1.  End points

	Active substance
	

	ADI (mg/kg bw/d) + source (Review report or JMPR*)
	

	ARfD (mg/kg bw) + source (Review report or JMPR*)
	

	Residue definition for products of plant origin + tested crop category 
	

	Residue definition for products of animal origin + tested animals
	


*see doc. 3010 at the following internet address: http://europa.eu.int/comm/food/plant/protection/evaluation/index_en.htm
4.2. MRL's setting 

	Products of plant origin

	Crop
	Existing EU MRL (mg/kg) + Directive EC
	Existing Belgian MRL (mg/kg)
	Proposed MRL (mg/kg)
	Proposed critical GAP 

(application rate s.a. kg/ha, 

application number, PHI or crop growth stage)
	Residue trials complying with the critical GAP (number, north/south/indoor) or extrapolation (guideline reference)
	Argumentation or study reference (tile, author, year, ref n° applicant, ref n° lab).

 GLP: Y/N


	
	
	
	
	
	
	

	Products of animal origin

	Product
	Existing EU MRL (mg/kg) + Directive EC
	Existing Belgian MRL (mg/kg)
	Proposed MRL (mg/kg)
	Tested animal 
	Argumentation or study reference (tile, author, year, ref n° applicant, ref n° lab).

 GLP: Y/N

	
	
	
	
	
	


Advice of the expert concerning residues :

	


5. Fate and behaviour

Advice of the expert concerning fate and behaviour:

	


6. Ecotoxicology

Advice of the expert concerning ecotoxicology:

	


