Annex A

EU (MA) number | Invented Strength | Pharmaceutical Target Route of Packaging | Content | Package Withdrawal
name form species administration size period
EU/2/14/178/001 | Zulvac SBV —1 Suspension for Cattle and |Intramuscular use or Vial (HDPE) | 50 ml 1 vial Zero days
injection Sheep subcutaneous use.

-1

Inactivated Schmallenberg virus, strain BH80/11-4: = 1 RP*/2 ml (for cows) or = 1 RP*/ml (for sheep).

* Relative potency (mice potency test) compared to a reference vaccine that was shown efficacious in the target animal species.




