EU Number

EU/2/11/121/001

EU/2/11/121/002

EU/2/11/121/003

EU/2/11/121/004

EU/2/11/121/005

EU/2/11/1217085

Invented Strength Pharmaceutical Target Route of
Name Form species administration
CaniLeish  at least Lyophilisate and Dogs Subcutaneous
100 pg solvent for use
suspension for
injection
CaniLeish  at least Lyophilisate and Dogs Subcutaneous
100 pg solvent for use
suspension for
injection
CaniLeish  at least Lyophilisate and Dogs Subcutaneuds
100 pg solvent for ufe
suspension for
injection
CaniLeish  at least Lyophilisate zad Dogs Subcutaneous
100 g solvent fax use
suspshicion for
irjaction
CaniLeish  at/least Lyophilisate and Dogs Subcutaneous
100 pg solvent for use
suspension for
injection
CaniLeish  at least Lyophilisate and Dogs Subcutaneous
100 pg solvent for use
suspension for
injection

1/2

Packaqging

one type | glass
bottle of

lyophilisate and
one type | glass
bottle of solvent

one type | glass
bottle of
lyophilisate éns
onestvpe | glass
hoitie o1 solvent,
1syringe and 1
nezdle

one type | glass
bottle of

lyophilisate and
one type | glass
bottle of solvent

one type | glass
bottle of

lyophilisate and
one type | glass
bottle of solvent

one type | glass
bottle of

lyophilisate and
one type | glass
bottle of solvent

one type | glass
bottle of

lyophilisate and
one type | glass
bottle of solvent

Content

1 dose

Adose

1 dose

1 dose

1 dose

1 dose

Package
size

Box of (L
2. dbhse

Box of 1 x
1 dose

Box of 3 x
1 dose

Box of 5 X
1 dose

Box of 10 X
1 dose

Box of 15 x
1 dose

Withdrawal
period

N/A

N/A

N/A

N/A

N/A

N/A



EU Number

EU/2/11/121/007

EU/2/11/121/008

EU/2/11/121/009

Invented Strength Pharmaceutical Route of
Name Form administration
CaniLeish  at least Lyophilisate and Subcutaneous
100 pg solvent for use
suspension for
injection
CaniLeish  at least Lyophilisate and Subcutaneous
100 ug solvent for use
suspension for
injection
CaniLeish  at least Lyophilisate and Subcutaneous
100 ug solvent for use
suspension for
injection

2/2

Packaqging

one type | glass
bottle of

lyophilisate and
one type | glass
bottle of solvent

one type | glass
bottle of

lyophilisate@ar:d
one typ2 | glass
bottie Gf solvent

obe type | glass
noctle of

lyophilisate and
one type | glass
bottle of solvent

Content Package Withdrawal
size period
1 dose Box of 25 X' "N/A
1 dose
1 dose Box of 30 X N/A
1 dose
1 dose Box of 50 X N/A
1 dose



