
International reach through local focus

National Registrations
post Annex I

www.apc.eu.com

APC provides a complete service for product registration in the EU

A product registration dossier should include :
}} Physical chemical properties 
}} Validated methods of analysis 
}} Acute toxicology studies and human risk assessment
}} Ecotoxicology studies and environmental risk assessment
}} Efficacy trials
}} Classification and labelling

For existing national registrations, submission of a 
complete dossier is usually required within 2 years 
after inclusion in Annex I.  New applications can 
be submitted at any time after the data have been 
generated.  Active substance data protection expires 5 
years after Annex I inclusion for agrochemicals or 10 
years after Annex I inclusion for biocides.

APC can :

}} Prepare a data gap analysis identifying necessary studies
}} Develop a cost effective strategy for re-registration and new registrations
}} Evaluate what uses can successfully be registered according to new EU risk assessments
}} Advise on complex data protection issues
}} Provide expert advice on specific national registration requirements
}} Manage studies, including efficacy and residue trials
}} Prepare, submit and follow-up dossiers
}} Co-ordinate multi-company Task Forces
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APC expertise ensures successful POST ANNEX I REGISTRATION in Member States

our team provides a complete service for the plant protection, biocide & chemical industries 
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APC experts respond to questions
and defend the dossier

Data gap analysis REGULATORY STUDIES
Professional -project managers 
assess data requirements and 

prepare project plans

APC registration staff  
compile, print,

 copy and
submit the dossier 

REGISTRATION 
DOSSIER

Development and registration :
staff review and prepare 

summaries  including human and 
environmental risk assessments

Please contact us at  enquiries@apc.eu.com
or find our nearest office on  www.apc.eu.com


