Annex A

EU (MA) Invented Strength Pharmaceutical | Target Route of Packaging Content Package Withdrawal
number name form species | administration size period
EU/2/18/ | Arti-Cell -1 Suspension for Horses Intraarticular use | Suspension Suspension 1 vial of Zero days
228/001 Forte injection (stem cells): | (stem cells): | stem cell

vial (plastic). | 1 ml suspension

+ 1 vial of

Suspension Suspension plasma

(plasma): (plasma): suspension

vial (plastic). | 1 ml

1 After reconstitution, each dose (2 ml) contains 1.4—2.5 x 10° chondrogenic induced equine allogeneic peripheral blood-derived mesenchymal stem

cells .




