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Summary of activities:

®  Assessment of the quality data in marketing
authorisation applications for veterinary medicinal

products

®  Assessment of the quality data in applications to vary
veterinary medicinal products authorisations

®  Assessment of applications for registration of

homeopathic veterinary products
®  Assessment of product labelling

®  Preparing publications on quality issues

®  Assessment of data submitted in EU applications for

scientific advice

Summary of activities:

®  All national and EU ®
marketing authorisation
applications for medicinal °
products for veterinary
use

®  EU applications for
scientific advice on
medicinal products °

®  Applications for clinical
field trials using medicinal
products

®  (lassification enquiries

®  Scheduling and capacity
planning

Summary of activities:

Assessment of the safety and efficacy data in applications for ®

veterinary medicinal products

Assessment of classification enquiries

Assessment of data submitted in EU applications for scientific

advice

Assessment of post-marketing pharmacovigilance data
Evaluation and follow-up of adverse reaction reports

Preparing publications on safety/pharmacovigilance issues

Summary of activities:

the conduct of research and
regulatory studies in animals

®  (linical field trial applications

All applications submitted under
Directive 2010/63/EU relating to




