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This document is to be used by the applicant of a plant protection product for authorization at Member State level. It has been designed to provide guidance on the preparation of Part B.1, B.2 and B.4 of the draft registration report (dRR) and on the information required specifically for this section. The guidance is applicable to the core assessment and the national addenda.

Notes: Text in turquoise shading provides general information/support and should be deleted when the document is finalized. Text highlighted in yellow should be changed as specified, it shows example text. Explanation may be added and text that is not relevant may be removed.

Tables are provided as examples and may be adapted to suit the product being evaluated (columns can be added or deleted). Moreover, some tables are not relevant for all products or all submission types and can be added or deleted. 

Fields shaded in grey are reserved for the Member State assessors and should not be filled in by the applicant. 

State whether or not submitted data are sufficient for evaluation. Data gaps and conditions for registration should be listed, if appropriate.

Sufficient data on identity, physical and chemical properties and other information are not available for the plant protection product and the contained technical active substance(s).

Noticed data gaps are:

· data gap 1
· data gap 2
· data gap 3
1 Section 1: Identity of the plant protection product
1.1 Applicant (KCP 1.1)

Name:
xxx
Address:
xxx
1.2 Producer of the plant protection product and of the active substances (KCP 1.2)

1.2.1 Producer(s) of the preparation

Confidential information or data are provided separately (Part C).

1.2.2 Producer(s) of the active substance(s)

Confidential information or data are provided separately (Part C).

1.2.3 Statement of purity (and detailed information on impurities) of the active
substance(s)

1.2.3.1 Active substance 1
Provide information on the minimum purity of the active substance(s) used in this product. 

Equivalence reports:  in the case where there has been a change in the manufacturing site or specification of the active substance, reference needs to be made to the equivalence report prepared by the respective RMS. (This information is considered to be confidential and all details should be included in Part C, but cross reference should be mentioned in Part B).
Information relating to the impurities is confidential information and therefore reference should be made to Part C (confidential information).  
	Active substance
	min. xxx g/kg


If relevant, provide information on impurities of toxicological/ ecotoxicological concern

	 Impurity 1
	min. xxx g/kg

	 Impurity 2
	min. xxx g/kg


1.2.3.2 Active substance 2
If the plant protection product contains more than one active substance, the above section should be repeated for each active substance. 
1.3 Trade names and producer’s development code numbers for the preparation (KCP 1.3)

	Trade name: 
	Please refer to Registration Report Part A for the relevant country (or) 

	Trade name: 
	xxx
yyy
zzz

	Company code number: 
	product code


1.4 Detailed quantitative and qualitative information on the composition of the
preparation (KCP 1.4)

1.4.1 Composition of the plant protection product (KCP 1.4.1)

State whether the formulation was the representative formulation.

Provide information on the content of the active substances.

If relevant, it must be stated which variant (e.g. salt, ester) is used for the formulation. The content of the variant must be reported. The content of the parent should be also reported in this case.

For slow or controlled release plant protection products (such as capsule suspension, CS), the free (non-encapsulated) and encapsulated active substance content and the release rate shall be provided, if relevant.

Information on the formulants is confidential and should be included in Part C (Confidential information).
Table 1.4‑1:
Active substance(s) and variant(s) of the active substance(s)
	Active substance /
variant
	Declared content of the pure active substance / variant
(g/L or g/kg)
	FAO Limits

(min – max)
	Technical content* 
(g/L or g/kg)
	Technical content** 

(%w/w)

	
	
	
	
	

	
	
	
	
	


* 
Based on the minimum purity of the active substance declared for registration in the active substance dossiers

** 
Based on the density of the formulation = X.XX  (Note: only applies if a liquid formulation – delete this comment if not needed)
If relevant, it must be stated which safener or synergist is used for the formulation. The content must be reported.
Table 1.4‑2:
Safener and synergists
	Safener / synergist
	Declared content of the safener / 
synergist
(g/L or g/kg)
	FAO Limits
(min – max)
	Technical content* 
(g/L or g/kg)
	Technical content** 

(%w/w)

	
	
	
	
	

	
	
	
	
	


* 
Based on the minimum purity of the safener/synergist declared for registration

** 
Based on the density of the formulation = X.XX  (Note: only applies if a liquid formulation – delete this comment if not needed)
When appropriate, the maximum content of relevant impurities in the formulation must be reported.
Table 1.4‑3:
Relevant impurities
	Relevant impurity
	Maximum content (g/L or g/kg)

	
	


1.4.2 Information on the active substance(s) (KCP 1.4.2)

Provide ISO common name, CAS number, EC No., CIPAC No. If relevant, it must be stated which variant (e.g. salt, ester) is present. 
Table 1.4‑4:
Information on active substance
	Type
	Name/Code Number

	ISO common name
	Active substance
	Variant

	CAS No.
	
	

	EC No.
	
	

	CIPAC No.
	
	


Repeat Table 1.4‑4 for each active substance.
1.4.3 Information on safeners, synergists and co-formulants (KCP 1.4.3) 

Provide ISO common name, CAS number, EC No., CIPAC No. If relevant, it must be stated which variant (e.g. salt, ester) is present.
Table 1.4‑5:
Information on safeners/ synergists / co-formulant
	Type
	Name/Code Number

	Safener /synergist
	Safener /synergist
	Variant

	ISO common name
	
	

	CAS No.
	
	

	EC No.
	
	


Repeat Table 1.4‑5 for each safener, synergist and co-formulant

CONFIDENTIAL information is provided separately (Part C).

1.5 Type and code of the plant protection product (KCP 1.5)

	Type: XX (e.g. Suspension concentrate) 
	 [Code: XX (e.g. SC)]


1.6 Function (KCP 1.6)

Insert information (e.g. fungicide, herbicide, insecticide, seed treatment)

2 Section 2: Physical, chemical and technical properties of the plant protection product
All studies have been performed in accordance with the current requirements and the results are deemed to be acceptable.  The appearance of the product is that of ………., with a ……. odour. It is not explosive, has no oxidising properties. The product is not flammable/has a flash point of xxx °C. It has a self ignition temperature of xxx °C. In aqueous solution, it has a pH value around xx at xx °C. There is no effect of low and high temperature on the stability of the formulation, since after 7 days at 0 °C and 14 days at 54 °C, neither the active ingredient content nor the technical properties were changed. The stability data indicate a shelf life of at least 2 years at ambient temperature when stored in packaging material.  Its technical characteristics are acceptable for a formulation type formulation.

The intended concentration of use is xxx% to yyy%. 

In case of tank mixtures the following information should be given:
The product should/can be mixed in the tank together with product code. Studies regarding the combination with product code were submitted and the application as tank mixture is acceptable.
Justified Proposals for Classification and Labelling (KCP 12) for physical chemical part only

Insert information on proposal for classification and labelling relevant for this section.

Notifier Proposals for Risk and Safety Phrases (KCP 12)

Insert proposed risk and safety phrases relevant for this section.

Compliance with FAO specifications: 

The product product code complies with FAO specifications.

Formulation used for tests
It should be declared whether or not the product used in the tests has the same composition as the one cited in Part C. If it is different, the corresponding composition should be given in Part C.
Table 2-1:
Physical, chemical and technical properties of the plant protection product
	Annex point
	Method used / 
deviations
	Test material 
	Findings
	GLP
Y/N
	Reference 
	Acceptability / 
comments

	Colour and 
physical state

(KCP 2.1)
	
	
	
	
	
	

	Explosive properties

(KCP 2.2.1)
	
	
	
	
	
	

	Oxidizing properties

(KCP 2.2.2)
	
	
	
	
	
	

	Flash point

(KCP 2.3.1)
	
	
	
	
	
	

	Flammability

(KCP 2.3.2)
	
	
	
	
	
	

	Self-heating

(KCP 2.3.3)
	
	
	
	
	
	

	Acidity or alkalinity and pH

(KCP 2.4.1)
	
	
	
	
	
	

	pH of a 1% aqueous dilution, emulsion or dispersion

(KCP 2.4.2)
	
	
	
	
	
	

	Viscosity

(KCP 2.5.1)
	
	
	
	
	
	

	Surface tension

(KCP 2.5.2)
	
	
	
	
	
	

	Relative density

(KCP 2.6.1)
	
	
	
	
	
	

	Bulk density

(KCP 2.6.2)
	
	
	
	
	
	

	Storage Stability after 14 days at 54º C

(KCP 2.7.1)
	
	
	
	
	
	

	Stability after storage for other periods and/or temperatures

(KCP 2.7.2)
	
	
	
	
	
	

	Minimum content after heat stability testing

(KCP 2.7.3)
	
	
	
	
	
	

	Effect of low temperatures on stability

(KCP 2.7.4)
	
	
	
	
	
	

	Ambient temperature shelf life

(KCP 2.7.5)
	
	
	
	
	
	

	Shelf life in months
(if less than 2 years)

(KCP 2.7.6)
	
	
	
	
	
	

	Wettability

(KCP 2.8.1)
	
	
	
	
	
	

	Persistence of foaming

(KCP 2.8.2)
	
	
	
	
	
	

	Suspensibility

(KCP 2.8.3.1)
	
	
	
	
	
	

	Spontaneity of dispersion

(KCP 2.8.3.2)
	
	
	
	
	
	

	Dispersion stability

(KCP 2.8.3.3)
	
	
	
	
	
	

	Degree of dissolution and dilution stability

(KCP 2.8.4)
	
	
	
	
	
	

	Particle size distribution / nominal size range of granules

(KCP 2.8.5.1.1)
	
	
	
	
	
	

	Wet sieve test

(KCP 2.8.5.1.2)
	
	
	
	
	
	

	Dust content 

(KCP 2.8.5.2.1)
	
	
	
	
	
	

	Particle size of dust

(KCP 2.8.5.2.2)
	
	
	
	
	
	

	Attrition 

(KCP 2.8.5.3)
	
	
	
	
	
	

	Hardness and integrity

(KCP 2.8.5.4)
	
	
	
	
	
	

	Emulsifiability

(KCP 2.8.6.1)
	
	
	
	
	
	

	Emulsion stability

(KCP 2.8.6.2)
	
	
	
	
	
	

	Re-emulsifiability

(KCP 2.8.6.3)
	
	
	
	
	
	

	Flowability

(KCP 2.8.7.1)
	
	
	
	
	
	

	Pourability

(KCP 2.8.7.2)
	
	
	
	
	
	

	Dustability following accelerated storage

(KCP 2.8.7.3)
	
	
	
	
	
	

	Physical compatibility of tank mixes

(KCP 2.9.1)
	
	
	
	
	
	

	Chemical compatibility of tank mixes

(KCP 2.9.2)
	
	
	
	
	
	

	Adhesion to seeds

(KCP 2.10.1)
	
	
	
	
	
	

	Distribution to seed

(KCP 2.10.2)
	
	
	
	
	
	

	Other/special studies

(KCP 2.11)
	
	
	
	
	
	


3 Section 3 is presented as a separate document
Please refer to the separate file “dRR Part B3”.

4 Section 4: Further information on the plant protection product
4.1 Packaging and Compatibility with the Preparation (KCP 4.4)

Insert description of the packaging material (type, materials, size, neck size etc.), manner of construction (for example extruded, welded), size and capacity, wall thickness, size of opening, type of closure and seals, whether the container is refillable or returnable and details of anything that is unusual.

Insert information/study on the suitability of the packaging material (strength, leak proof and resistance to transport and handling), including the standards/guidelines that have been used (e.g. ADR, RID, IMDG-code).

Insert information/study of the resistance of the packaging material, including the guidelines that have been used. 
Table 4.1‑1:
Packaging information for 0.15 liter bottle
	Type
	Description

	Material:
	PA/PE (Coex)

	Shape/size:
	cylindrical / approx. 63 mm diameter x 92 mm

	Opening:
	42 mm inner diameter

	Closure:
	polyethylene screw cap

	Seal:
	HF-seal

	Manner of construction
	extruded

	UN/ADR
	compliant


Table 4.1‑2:
Packaging information for next package type
	Type
	Description

	Material:
	PA/PE (Coex)

	Shape/size:
	cylindrical / approx. 63 mm diameter x 92 mm

	Opening:
	42 mm inner diameter

	Closure:
	polyethylene screw cap

	Seal:
	HF-seal

	Manner of construction
	extruded

	UN/ADR
	compliant


Repeat the section above for each package type of the plant protection product.

Appendix 1 Lists of data considered in support of the evaluation

The following lists should include all product data considered in support of the evaluation, even if they may have been evaluated previously, e.g. in the EU peer review of the active substance(s), and thus  are not summarised in this document in detail. New data evaluated for the active substance(s) should be included as well.

Please sort by data points and within one data point by names of authors.
Tables considered not relevant can be deleted as appropriate.
MS to blacken authors of vertebrate studies in the version made available to third parties/public.

List of data submitted by the applicant and relied on

	Data point
	Author(s)
	Year
	Title
Company Report No.

Source (where different from company)
GLP or GEP status
Published or not
	Vertebrate study

Y/N
	Owner

	KCP XX
	Author
	YYYY
	Title 

Company Report No 

Source 

GLP/non GLP/GEP/non GEP

Published/Unpublished
	Y/N
	Owner

	
	
	
	
	
	


List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review
	Data point
	Author(s)
	Year
	Title
Company Report No.

Source (where different from company)
GLP or GEP status
Published or not
	Vertebrate study

Y/N
	Owner

	KCP XX
	Author
	YYYY
	Title 

Company Report No 

Source 

GLP/non GLP/GEP/non GEP

Published/Unpublished
	Y/N
	Owner

	
	
	
	
	
	


The following tables are to be completed by MS.
List of data submitted by the applicant and not relied on

	Data point
	Author(s)
	Year
	Title
Company Report No.

Source (where different from company)
GLP or GEP status
Published or not
	Vertebrate study

Y/N
	Owner

	KCP XX
	Author
	YYYY
	Title 

Company Report No 

Source 

GLP/non GLP/GEP/non GEP

Published/Unpublished
	Y/N
	Owner

	
	
	
	
	
	


List of data relied on and not submitted by the applicant but necessary for evaluation 

	Data point
	Author(s)
	Year
	Title
Company Report No.

Source (where different from company)
GLP or GEP status
Published or not
	Vertebrate study

Y/N
	Owner

	KCP XX
	Author
	YYYY
	Title 

Company Report No 

Source 

GLP/non GLP/GEP/non GEP

Published/Unpublished
	Y/N
	Owner

	
	
	
	
	
	


Appendix 2 Additional data on the physical, chemical and technical properties of the active substance 

A 2.1 Active substance 1
Insert new data on physical and chemical data on the active substance in case that the submitted studies have been not evaluated in the EU peer review.
A 2.2 Active substance 2
If the plant protection product contains more than one active substance, the above section should be repeated for each active substance. 
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