Annex A

EU (MA) Number | Invented Strength | Pharmaceutical Target Route of Packaging | Content | Package | Withdrawal
name form species administration size period
EU/2/16/202/001 Coliprotec --1 Lyophilisate for Pigs Oral use Vial (glass) | 11 ml 1 vial Zero days
FA4/F18 oral suspension (50
doses)
EU/2/16/202/002 Coliprotec --1 Lyophilisate for Pigs Oral use Vial (glass) | 50 ml 1 vial Zero days
FA4/F18 oral suspension (200
doses)
EU/2/16/202/003 Coliprotec --1 Lyophilisate for Pigs Oral use Vial (glass) | 11 ml 4 vials Zero days
FA/F18 oral suspension (50
doses)
--1  Live non-pathogenic Escherichia coli O8:K87" (F4aC):.....ccueeueuennann... 1.3x10°® to 9.0x108 CFU™
Live non-pathogenic Escherichia coli 0141:K94" (F18aC): ............... 2.8x108 to 3.0x10° CFU™

“ not attenuated

™ CFU — colony forming units




