MA (EU) number

EU/1/09/590/001
EU/1/09/590/002
EU/1/09/590/003
EU/1/09/590/004
EU/1/09/590/005
EU/1/09/590/006
EU/1/09/590/007
EU/1/09/590/008
EU/1/09/590/009
EU/1/09/590/010
EU/1/09/590/011
EU/1/09/590/012

EU/1/09/590/013

EU/1/09/590/014

EU/1/09/590/015

EU/1/09/590/016
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(Invented)

Strength

name
Prevenar 13

Prevenar 13

Prevenar 13

Prevenar 13

Prevenar 13

Prevenar 13

Prevenar 13

Prevenar 13

Prevenar 13

Prevenar 13

Prevenar 13

Prevenar 13

Prevenar 13

Prevenar 13

Prevenar 13

Prevenar 13

-= Each 0.5 ml dose contains:

Pharmaceutical Route of
Form Administration
Suspension for Intramuscular
injection use
Suspension for Intramuscular
injection use
Suspension for Intramuscular
injection use
Suspension for Intramuscular
injection use
Suspension for Intramuscular
injection use
Suspension for Intramuscular
injection use
Suspension for Intramuscular
injection use
Suspension for Intramuscular
injection use
Suspension for Intramuscular
injection use
Suspension for Intramuscular
injection use
Suspension for Intramuscular
injection use
Suspension for Intramuscular
injection use
Suspension for Intramuscular
injection use

Suspension for
injection
Suspension for

injection

Suspension for
injection

Intramuscular
use

Intramuscular
use

Intramuscular
use
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Immediate Content
Packaging (concentration)
pre-filled 0.5 ml
syringe (glass)

pre-filled 0.5 ml
syringe (glass)

pre-filled 0.5 ml
syringe (glass)

pre-filled 0.5 ml
syringe (glass)

pre-filled 0.5 ml
syringe (glass)

pre-filled 0.5 ml
syringe (glass)

single dose vial 0.5 ml
(glass)

single dose vial 0.5 ml
(glass)

single dose vial 0.5 ml
(glass)

single dose vial 0.5 ml
(glass)

single dose vial 0.5 ml

(glass)
vial (glass)
vial (glass)

vial (glass)

vial (glass)

vial (glass)

2ml (4 x0.5ml
doses)
2ml (4 x0.5ml
doses)

2ml (4 x0.5ml
doses)

2ml (4 x0.5ml
doses)

2ml (4 x0.5ml
doses)

Pack size

1 pre-filled syringe

1 pre-filled syringe
with separate needle
10 pre-filled syringes

10 pre-filled syringes
with separate needles
50 pre-filled syringes

50 pre-filled syringes
with separate needles
1 single dose vial

5 single dose vials

10 single dose vials
25 single dose vials
50 single dose vials

1 multidose container
(4 doses)

5 multidose

containers (20 doses)

10 multidose
containers (40 doses)

25 multidose
containers (100
doses)

50 multidose
containers (200
doses)



pneumococcal conjugate serotype 1* 2.2 ug
pneumococcal conjugate serotype 3* 2.2 ug
pneumococcal conjugate serotype 4* 2.2 ug
pneumococcal conjugate serotype 5* 2.2 ug
pneumococcal conjugate serotype 6A* 2.2 ug
pneumococcal conjugate serotype 6B* 4.4 ug
pneumococcal conjugate serotype 7F* 2.2 ug
pneumococcal conjugate serotype 9V* 2.2 ug
pneumococcal conjugate serotype 14* 2.2 ug
pneumococcal conjugate serotype 18C* 2.2 ug
pneumococcal conjugate serotype 19A* 2.2 ug
pneumococcal conjugate serotype 19F* 2.2 ug
pneumococcal conjugate serotype 23F* 2.2 ug
*Conjugated to CRM;g; carrier protein and adsorbed on aluminium phosphate (0.125 mg aluminium)
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