EMEA Number  Invented  Strength Pharmaceutical
name Form
EU/2/09/094/001 BTVPUR > 7.1 Suspension for
Alsap 8 CCID50 * injection
EU/2/09/094/002 BTVPUR > 7.1 Suspension for
Alsap 8 CCID50 * injection
EU/2/09/094/003 BTVPUR > 7.1 Suspension for
Alsap 8 CCID50 * injection
EU/2/09/094/004 BTVPUR, | >\ 71 Suspension for
Alsap.8 CCID50* injection

Target

Route of

Species

Administration

Cattle,
Sheep

Cattle,
Sheep

Cattle,
Sheep

Cattle,
Sheep

1/2

Subcutaneous use

Subcutaneous use

Subcutaneous use

Subcutaneous use

Packaging Content Package
size

Polyproylene 100 mi Box of 1

bottle with bottle of

chlorobutyl 100 doses

rubber

stopper and

aluminium

cap

Polyproyleney 100.ml Box of 10

bottlg with bottles of

chlorobutyl 100 doses

rubber each

stopper and

aluminium

cap

Polyproylene 50 ml Box of 1

bottle with bottle of 50

chlorobutyl doses

rubber

stopper and

aluminium

cap

Polyproylene 50 ml Box of 10

bottle with bottles of

chlorobutyl 50 doses

rubber each

stopper and

aluminium

cap

Withdrawal
period

N/A (Cattle),
N/A (Sheep)

N/A (Cattle),
N/A (Sheep)

N/A (Cattle),
N/A (Sheep)

N/A (Cattle),
N/A (Sheep)



EU/2/09/094/005 BTVPUR > 7.1 Suspension for Cattle, Subcutaneous use  Type | glass 10 ml Box of 1 N/A (Cattle),

Alsap 8 CCID50 * injection Sheep bottle with a bottle of 10  N/A (Sheep)
chlorobutyl doses
rubber
stopper and

aluminium
* Equivalent to titre prior to inactivation (log10) . 56

22





