
Annex V Contractual arrangements between
marketing authorisation holders and third
parties concerning pharmacovigilance
activities

Annex IV Quality management system

Annex III Marketing authorisation holder

Annex II QPPV, assistant veterinary
surgeon, and associated back-up
arrangements 

Annex I Logbook 

Summary

Annexes

Core

PSMF

Positive numerical value  

Provided for all volume of sales data
and target species per package
identified and per country

PSMF
Veterinary

Annex IV Quality management
system - Dose factor
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PSMF structure 

Determine the average number of animals
of a particular target species which can be
treated by a single pack of a specific size of
a product, regardless of the formulation 
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