MA (EU) number

EU/1/05/330/005
EU/1/05/330/006
EU/1/05/330/007
EU/1/05/330/008
EU/1/05/330/009
EU/1/05/330/010
EU/1/05/330/011

EU/1/05/330/012

--1 not less than 10E6.0 CCID50

(Invented)

hame

Rotarix
Rotarix
Rotarix
Rotarix
Rotarix
Rotarix
Rotarix

Rotarix

Strength Pharmaceutical

Form

Oral suspension
Oral suspension
Oral suspension
Oral suspension
Oral suspension
Oral suspension
Oral suspension

Oral suspension

Route of
Administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

1/1

Immediate
Packaging

pre-filled oral
applicator (glass)
pre-filled oral
applicator (glass)
pre-filled oral
applicator (glass)
pre-filled oral
applicator (glass)
squeezable tube
(polyethylene)
squeezable tube
(polyethylene)
squeezable tube
(polyethylene)
multi-monodose
(5 single dose)
squeezable tube
(polyethylene)
presentation

connected by a bar

Content

(concentration)

1.5 ml

1.5 ml

1.5 ml

1.5 ml

1.5 ml

1.5 ml

1.5 ml

5x1.5ml

Pack size

1 oral applicator

5 oral applicators
10 oral applicators
25 oral applicators
1 squeezable tube
10 squeezable
tubes

50 squeezable
tubes

50 squeezable
tubes



