Annex A

EU (MA) Invented Strength Pharmaceutical Target Route of Packaging Content Package Withdrawal period
number name form species administration size
EU/2/16/199/001 | ERAVAC --1 Emulsion for Rabbit Subcutaneous use | Vial (glass) 5 ml 1 vial Zero days
injection (10 doses)
EU/2/16/199/002 | ERAVAC --1 Emulsion for Rabbit Subcutaneous use | Vial (glass) 20 ml 1 vial Zero days
injection (40 doses)
EU/2/16/199/003 | ERAVAC --1 Emulsion for Rabbit Subcutaneous use | Vial (glass) 0.5 ml 10 vials Zero days
injection (1 dose)
EU/2/16/199/004 | ERAVAC --1 Emulsion for Rabbit Subcutaneous use | Vial (HDPE) 100 ml 1 vial Zero days
injection (200 doses)

--1  Inactivated rabbit haemorrhagic disease virus new variant (RHDV2), strain V-1037: =70 cELISA40*

(*) =270% of vaccinated rabbits shall give cELISA antibody titres equal to or higher than 40.




