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The RMS is the author of the Assessment Report. The Assessment Report is based on the validation by the RMS, and the verification during the EFSA peer-review process, of the information submitted by the Applicant in the dossier, including the Applicant’s assessments provided in the summary dossier. As a consequence, data and information including assessments and conclusions, validated and verified by the RMS experts, may be taken from the applicant’s (summary) dossier and included as such or adapted/modified by the RMS in the Assessment Report. For reasons of efficiency, the Assessment Report should include the information validated/verified by the RMS, without detailing which elements have been taken or modified from the Applicant’s assessment. As the Applicant’s summary dossier is published, the experts, interested parties, and the public may compare both documents for getting details on which elements of the Applicant’s dossier have been validated/verified and which ones have been modified by the RMS. Nevertheless, the views and conclusions of the RMS should always be clearly and transparently reported; the conclusions from the applicant should be included as an Applicant’s statement for every single study reported at study level; and the RMS should justify the final assessment for each endpoint in all cases, indicating in a clear way the Applicant’s assessment and the RMS reasons for supporting or not the view of the Applicant.
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[bookmark: _Toc361063245]Physical and chemical properties of the Plant protection product NAME
Data reported under 2.1-2.11 should be presented in the standard table.


	Test or Study &
Data point
	Guideline and method
	Test material purity and specification
	Used methods / Results
	Comments (Acceptable / Non acceptable)
	GLP
	Reference

	
[bookmark: _Toc361063246]Appearance 


	Physical state and colour
B.2.1/01
	
	
	
	
	
	

	[bookmark: _Toc361063247]Explosive and oxidizing properties


	Explosive properties
B.2.2/01
	
	
	
	
	
	

	Oxidizing properties
B.2.2/02
	
	
	
	
	
	

	[bookmark: _Toc361063248]Flammability and auto-flammability


	Flash point of the liquids formulations
B.2.3/01
	
	
	
	
	
	

	Flammability of solid formulations
B.2.3/02
	
	
	
	
	
	

	Self-heating of formulation
B.2.3/03
	
	
	
	
	
	

	
[bookmark: _Toc361063249]Acidity/alkalinity and ph value


	pH of the neat aqueous formulation
B.2.4/01
	
	
	
	
	
	

	pH of a 1 % dilution of the solid or non aqueous formulation
B.2.4/02
	
	
	
	
	
	

	Acidity / Alkalinity 
B.2.4/03
	
	
	
	
	
	

	[bookmark: _Toc361063250]Viscosity and surface tension


	Viscosity of the liquid formulation
B.2.5/01
	
	
	
	
	
	

	Surface tension of the formulation
B.2.5/02
	
	
	
	
	
	

	[bookmark: _Toc361063251]Relative density and bulk density


	Relative density of  the liquid formulation
B.2.6/01
	
	
	
	
	
	

	Bulk density (pour and tap) of powder or granules
B.2.6/02
	
	
	
	
	
	

	
[bookmark: _Toc361063252]Storage stability and shelf-life: effects of temperature on technical characteristics of the plant protection product


	Stability after accelerated storage (54°C during 14 days, 8 weeks at 40°C, 12 weeks at 35°C or 18 weeks at 30°C)
B.2.7/01
	
	
	
	
	
	

	Effect of low temperature on stability of liquid formulation
B.2.7/02
	
	
	
	
	
	

	Shelf life following storage at ambient temperature
B.2.7/03
	
	
	
	
	
	

	[bookmark: _Toc361063253]Technical characteristics of the plant protection product


	[bookmark: _Toc361063254]Wettability

	Wettability of solid formulation
B.2.8.1/01
	
	
	
	
	
	

	
[bookmark: _Toc361063255]Persistence foaming


	Persistence of foaming of the diluted formulation
B.2.8.2/01
	
	
	
	
	
	

	[bookmark: _Toc361063256]Suspensibility


	Suspensibility of water dispersible formulation
B.2.8.3/01
	
	
	
	
	
	

	Spontaneity of dispersion  of water dispersible formulation
B.2.8.3/02
	
	
	
	
	
	

	Dispersion stability of SE, OD or EG formulation
B.2.8.3/03
	
	
	
	
	
	

	[bookmark: _Toc361063257]Degree of dissolution and dilution stability


	Degree of dissolution of water soluble formulation
B.2.8.4/01
	
	
	
	
	
	

	Dilution stability of water soluble formulation
B.2.8.4/02
	
	
	
	
	
	

	
[bookmark: _Toc361063258]Particle size distribution, dust content, attrition and mechanical stability


	B.2.8.5.1. Particle size distribution

	Wet sieve test of water dispersible formulation
B.2.8.5.1/01
	
	
	
	
	
	

	Size distribution of particles of powder or suspension concentrate formulation
B.2.8.5.1/02
	
	
	
	
	
	

	Nominal size range of granule
B.2.8.5.1/03
	
	
	
	
	
	

	B.2.8.5.2. Dust content

	Dust content of granular formulation
B.2.8.5.2/01
	
	
	
	
	
	

	B.2.8.5.3. Attrition

	Attrition characteristics of granules and tablets
B.2.8.5.3/01
	
	
	
	
	
	

	B.2.8.5.4. Hardness and integrity

	Hardness of tablets
B.2.8.5.4/01
	
	
	
	
	
	

	Integrity of tablets
B.2.8.5.4/02
	
	
	
	
	
	

	[bookmark: _Toc361063259]Emulsifiability, re-emulsifiability, emulsion stability


	Emulsifiability, emulsion stability and re-emulsifiability of formulation
B.2.8.6/01
	
	
	
	
	
	

	
[bookmark: _Toc361063260]Flowability, pourability and dustability


	Flowability of granular formulation
B.2.8.7/01
	
	
	
	
	
	

	Pourability of suspensions
B.2.8.7/02
	
	
	
	
	
	

	Dustability of dustable powders after accelerated storage
B.2.8.7/03
	
	
	
	
	
	

	[bookmark: _Toc361063261]Physical and chemical compatibility with other products including plant protection products with which its use is to be authorised


	Physical and chemical compatibility of tank mixtures
B.2.9/01
	
	
	
	
	
	

	[bookmark: _Toc361063262]Adherence and distribution to seeds


	Distribution and adhesion to seeds
B.2.9.10/01
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[bookmark: _Toc361063264]References relied on

In every chapter (B.1, B.2, etc) in Volume 3 (PPP) the reference relied on heading should start with a cross reference to the corresponding heading in Volume 3 (AS) where it is indicated how the literature search was carried out and if this is considered acceptable. It is not considered necessary to duplicate that information in this volume However if there are specific remarks related to the way PPPs were handled in the literature search these should be made in this volume Relevant literature would be evaluated and assessed in the normal way within each section.

For (draft) renewal assessment reports the reference lists at the end of each section/chapter (sorted by data requirement) should include the newly submitted data relied upon as well as those original submitted tests and studies that are still considered relevant to support the application for renewal. However these studies should be clearly identified in the reference list as well as in the individual study sections. This could be done by consistent use of a statement for each study:
Previous evaluation: responded “N.A”. for NAS, “Submitted for the purpose of renewal”, or “In DAR (year)”, “In addendum to DAR (year)” or any other appropriate


	Data Point
	Author(s)
	Year
	Title
Report No.
Document No.
Source (where different from company)
GLP/ Officially recognised testing facilities2,3
Published or not
	Vertebrate study
Y/N
	Data protection claimed
Y/N 
	Justification if data protection is claimed
	Owner
	Previously used1
Y/N
If yes, for which data point?

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


1 In order to facilitate the compilation of the final list of the tests and studies relied upon and the corresponding data protection, indicate whether the study was used in the previous DAR/RAR or, when the information is available, whether the study was already submitted in the framework of national authorisations.
2 See Art.3 of Annex of Regulation No 283/2013 and 284/2013
3 The RMS shall check that the GLP statement has been properly signed in the study report, that the study results are properly reported in accordance with GLP standards and following the relevant guidance by OECD on the review of the GLP status of non-clinical safety data (currently under development).
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