Annex A

EU (MA) Invented Strength | Pharmaceutical Target Route of Packaging | Content | Package | Withdrawal

Number name form species administration size period

EU/2/14/175/001 | Porcilis PCV | --1 Emulsion for Pigs Intramuscular Vial (PET) 20 ml 1 vial Zero days
M Hyo injection use

EU/2/14/175/002 | Porcilis PCV | --1 Emulsion for Pigs Intramuscular Vial (PET) 50 ml 1 vial Zero days
M Hyo injection use

EU/2/14/175/003 | Porcilis PCV | --1 Emulsion for Pigs Intramuscular Vial (PET) 100 ml 1 vial Zero days
M Hyo injection use

EU/2/14/175/004 | Porcilis PCV | --1 Emulsion for Pigs Intramuscular Vial (PET) 200 ml 1 vial Zero days
M Hyo injection use

EU/2/14/175/005 | Porcilis PCV | --1 Emulsion for Pigs Intramuscular Vial (PET) 500 ml 1 vial Zero days
M Hyo injection use

EU/2/14/175/006 | Porcilis PCV | --1 Emulsion for Pigs Intramuscular Vial (PET) 20 ml 10 vials Zero days
M Hyo injection use

EU/2/14/175/007 | Porcilis PCV | --1 Emulsion for Pigs Intramuscular Vial (PET) 50 ml 10 vials Zero days
M Hyo injection use

EU/2/14/175/008 Porcilis PCV | --1 Emulsion for Pigs Intramuscular Vial (PET) 100 ml 10 vials Zero days
M Hyo injection use

EU/2/14/175/009 | Porcilis PCV | --1 Emulsion for Pigs Intramuscular Vial (PET) 200 ml 10 vials Zero days
M Hyo injection use

EU/2/14/175/010 | Porcilis PCV | --1 Emulsion for Pigs Intramuscular Vial (PET) 500 ml 10 vials Zero days
M Hyo injection use

~1 Porcine circovirus type 2 ORF2 subunit antigen > 2828 AU"
Mycoplasma hyopneumoniae inactivated >2.69 RPU™

Antigenic Units as determined in the in vitro potency test (ELISA).
“ Relative Potency Unit defined against a reference vaccine




