EU Number Invented Strength
Name

EU/2/10/106/001 Bovilis 500 Antigenic Units*
BTV8

EU/2/10/106/002 Bovilis 500 Antigenic Units*
BTV8

EU/2/10/106/003 Bovilis 500 Antigenic Units*
BTVS

EU/2/10/106/004 Bovilis 500 Antigenic Units*
BTV8

EU/2/10/106/005 Bovilis 500 Andigernic Units*
BTVS8

Pharmaceutical = Target Route of
Form species administration
Suspension for Cattle, Subcutaneous
injection sheep  injection
Suspension for Cattle, Subcutaneous
injection sheep  injection
Suspension for Cattle, _.Subeutaneous
injection sheeny, |, i1jection
Suspet sicnfor Cattle, Subcutaneous
ijacion sheep  injection
Suspension for Cattle, Subcutaneous
injection sheep  injection
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Packaging Content

Package size Withdrawal

Polyethylene  10ml
terephthalate
(PET) vials,
with rubber
stopper and
aluminiuriy Cap
Polycthylene
terephathalate
(RET) vials
with rubber
stopper and
aluminium cap
Polyethylene
terephthalate
(PET) vials
with rubber
stopper and
aluminium cap
Polyethylene
terephthalate
(PET) vials
with rubber
stopper and
aluminium cap
Polyethylene
terepphthalate
(PET) vials,
with rubber
stopper and
aluminium cap

20 ml

50ml

100ml

200ml

period

Tl Zero days

1 vial

Zero days

1 vial Zero days

1 vial

Zero days

1 vial Zero days



EU Number Invented Strength
Name

EU/2/10/106/006 Bovilis 500 Antigenic Units*
BTV8

EU/2/10/106/007 Bovilis 500 Antigenic Units*
BTV8

EU/2/10/106/008 Bovilis 500 Antigenic Units*
BTV8

EU/2/10/106/009 Bovilis 500 Antigenic Units *
BTVS8

EU/2/10/106/010 Bovilis 500 Antigeaic/Units *
BTV8

Pharmaceutical Target Route of
Form species administration
Suspension for Cattle, Subcutaneous
injection sheep  injection
Suspension for Cattle, Subcutaneous
injection sheep  injection
Suspension for Cattle, _Subtutaneous
injection sheen, (| 1jection
Suspensiainfor Cattle, Subcutaneous
inieCtion sheep  injection
Suspension for Cattle, Subcutaneous
injection sheep  injection
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Packaging Content

Package size Withdrawal

Polyethylene  250ml
terephthalate
(PET) vials,
with rubber
stopper and
aluminiuriy Cap
Polycthylene
terephathalate
(RET) vials,
with rubber
stopper and
aluminium cap
Polyethylene
terephthalate
(PET) vials,
with rubber
stopper and
aluminium cap
Polyethylene
terephthalate
(PET) vials,
with rubber
stopper and
aluminium cap
Polyethylene
terephthalate
(PET) vials,
with rubber
stopper and
aluminium cap

500ml

10ml

20 ml

50ml

period

Tl Zero days

1 vial

Zero days

10 vials

Zero days

10 vials

Zero days

10 vials Zero days



EU Number Invented Strength Pharmaceutical Target Route of Packaging Content Package size Withdrawal

Name Form species administration period
EU/2/10/106/011 Bovilis 500 Antigenic Units *  Suspension for Cattle, Subcutaneous Polyethylene  100ml 18wials Zero days
BTV8 injection sheep  injection terephthalate
(PET) vials,
with rubber

stopper and
aluminiuriy Cap
EU/2/10/106/012 Bovilis 500 Antigenic Units *  Suspension for Cattle, Subcutaneous Polycthylene  200ml 10 vials Zero days
BTV8 injection sheep  injection terephathalate
(RET) vials,
with rubber
stopper and
aluminium cap
EU/2/10/106/013 Bovilis 500 Antigenic Units *  Suspension for Cattle, _Subeutaneous Polyethylene 250ml 10 vials Zero days
BTV8 injection sheen, [ 11jection terephthalate
(PET) vials,
with rubber
stopper and
aluminium cap
EU/2/10/106/014 Bovilis 500 Antigenic Units*  Suspensigtafor Cattle, Subcutaneous Polyethylene  500ml 10 vials Zero days
BTV8 inieCtion sheep  injection terephthalate
(PET) vials,
with rubber
stopper and
aluminium cap
* inducing a virus neutralising antibqdy iesbonse in chickens of > 5.0 log,
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	Polyethylene terephthalate (PET) vials, with rubber stopper and aluminium cap
	Polyethylene terepphthalate (PET) vials, with rubber stopper and aluminium cap
	Polyethylene terephthalate (PET) vials, with rubber stopper and aluminium cap
	Polyethylene terephthalate (PET) vials,  with rubber stopper and aluminium cap
	Polyethylene terephthalate (PET) vials,  with rubber stopper and aluminium cap
	Polyethylene terephthalate (PET) vials,  with rubber stopper and aluminium cap
	Polyethylene terephthalate (PET) vials,  with rubber stopper and aluminium cap
	Polyethylene terephthalate (PET) vials,  with rubber stopper and aluminium cap
	Polyethylene terephthalate (PET) vials,  with rubber stopper and aluminium cap
	Polyethylene terephthalate (PET) vials,  with rubber stopper and aluminium cap
	Polyethylene terephthalate (PET) vials,  with rubber stopper and aluminium cap



