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Addendum to the
Product Assessment Report

Biocidal product assessment reports related to product authorisation and frame formulation establishment under Directive 98/8/EC

BLACK PEARL GRAIN
LODI S.A.S.
April 2014
	Internal registration/file no:
	PB-11-00241, PB-11-00244

	Authorisation/Registration no:
	FR-2013-0004 (professional) and FR-2013-1003 (non-professionnal), FR-2013-0016 (professional) and FR-2013-1008 (non-professionnal),

	Granting date/entry into force of authorisation/ registration:
	19 March 2013

	Expiry date of authorisation/ registration:
	30 June 2021

	Active ingredient:
	Alphachloralose

	Product type:
	14 - Rodenticide


Competent Authority in charge of delivering the product authorisation:

French Ministry of Ecology

Department for Nuisance Prevention and Quality of the Environment

Chemical Substances and Preparation Unit

Grande Arche, Paroi Nord

92 055 La Défense cedex – FRANCE

autorisation-biocide@developpement-durable.gouv.fr
Authority in charge of the efficacy and risk assessment: 
Anses – French agency for food, environmental and occupational health and safety

Regulated Products Directorate 
253 Avenue du Général Leclerc 
94 701 Maisons-Alfort Cedex - FRANCE

biocides@anses.fr
1. General information 

This addendum relates to the submission of post-registration data by the applicant, as requested in the product assessment reports related to BLACK PEARL GRAIN product authorization and frame formulation establishment under Directive 98/8/EC.

Please refer to the above mentioned product assessment report for further details.

2. Summary of the product assessment 
This section only refers to the post-registration data requested by Anses and submitted by the applicant. For further details regarding the initial assessment of this product, please refer to the product assessment reports related to BLACK PEARL GRAIN product authorization and frame formulation establishment under Directive 98/8/EC.
2.3.2.2 Physico-chemical properties of the biocidal product
· Reminder of the risk assessment performed in the frame of the first authorisation dossier:

Storage stability:

Results of the accelerated storage stability studies demonstrate that the biocidal product is stable 2 weeks at 54°C in glass beaker. The Biocidal product is therefore expected to be stable 2 years at ambient temperature and a 2-year shelf-life is granted. 
The on-going shelf life study does not test the content of active substance during storage.

A new shelf life study must be started including the content of active substance in biocidal product. 
Results of this storage stability study are required in post registration.

Compatibility with deposited packaging material (10 g PE bags) is not demonstrated. A study demonstrating this compatibility is required in post registration.

Data requirement:

Compatibility study with deposited packaging material (10 g PE bags) and results of the long-term storage stability study at ambient temperature with intermediary results after 1 year (with measurements of the content of the active substance in the biocidal product).

Particle size distribution of grains according to CIPAC MT 170 with sieves adapted to biocidal product.
· Assessment of the submitted post-registration data: 
Results of the long-term storage stability at ambient temperature demonstrate that the biocidal product is stable 2 years at ambient temperature when packaged in PE bags. 

Particle size distribution and attrition are acceptable; the product is nearly dust free before and after 2 years storage at ambient temperature.
All submitted studies have been performed on the BLACK PEARL GRAIN formulation containing 4% of alphachloralose.
Table 1: Physico-chemical properties of the biocidal product:
	Shelf life study
	6 months at ambient temperature
	Chloralose paste bait (4% alphachloralose)

Batch: ER20110706 achlo

	After 6 month at ambient temperature in individual bags (material not precised):
T0

6M RT

Content of AS (ppm)

Not measured

Appearance of test item

Black oats in individual bag. No fat, no moisture, no hole

Black oats in individual bag. No fat, no moisture, no hole

Appearance of secondary packaging

Dry internal wall

Dry internal wall

Concentration of a.s was not measured in this study 
	Richerioux S. 2012
Evaluated in the PAR

	Shelf life study
	24 months at ambient temperature
	Chloralose grain bait (4% alphachloralose)

Batch: AB20110317 achlo


	After 24 month at ambient temperature (plastic bag):

T0

24M RT

Content of AS (ppm)

4.21

4.29

Appearance of test item

Black oats

Color N2/0.75

Black oats

Color N3/0

Dry sieve 

< 250 μm 

Top 0.2% 

Middle 0.3% 

Bottom 0.2% 

< 850 μm 

Top 3.9% 

Middle 3.8% 

Bottom 3.8% 

< 2000µm

0

<4000µm

0

< 250 μm 

Top 0.5% 

Middle 0.5% 

Bottom 0.6% 
< 850 μm 

Top 4.3% 

Middle 4.2% 

Bottom 4.1 % 
< 2000µm

Top 13.4% 

Middle 12.3% 

Bottom 12.6% 

< 4000 μm 

 Top 100% 

 Middle 100%  Bottom 100% 
Attrition resistance

99.6%

99.6%

Dustiness of granular products

Nearly dust free

Nearly dust free


	Richerioux S. 2013 
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3. Proposal from authority in charge of the efficacy and risk assessment (ANSES) for the decision to be adopted by the competent authority in charge of the decision (French Ministry of Ecology)

This section is a proposal from the authority in charge of the efficacy and risk assessment (ANSES) for the decision to be adopted by the competent authority in charge of the decision (French Ministry of Ecology).

In case of inconsistency between the risk assessment and the decision, only the original and signed decision has a legal value. The decision specifies the terms and conditions to the making available on the market and use of the biocidal product.

The post-registration data submitted by the applicant allow to consider the product as stable for 2 years in commercial packaging. Moreover, particle size distribution and attrition are acceptable and the product is nearly dust free before and after 2 years storage at ambient temperature.
The assessment of these data does not question the previous conclusions from the authority in charge of the efficacy and risk assessment.
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