MA (EU) number (Invented) Strength
name
EU/1/25/1913/001 CAPVAXIVE --1
EU/1/25/1913/002 CAPVAXIVE --1
EU/1/25/1913/003 CAPVAXIVE --1
EU/1/25/1913/004 CAPVAXIVE --1
EU/1/25/1913/005 CAPVAXIVE --1
EU/1/25/1913/006 CAPVAXIVE --1

--1

One dose (0.5ml) contains:

Pneumococcal polysaccharide serotype 31
Pneumococcal polysaccharide serotype 6A?
Pneumococcal polysaccharide serotype 7F?
Pneumococcal polysaccharide serotype 81
Pneumococcal polysaccharide serotype 9N1
Pneumococcal polysaccharide serotype 10A1
Pneumococcal polysaccharide serotype 11A1
Pneumococcal polysaccharide serotype 12F1
Pneumococcal polysaccharide serotype 15A1

Pharmaceutical

Route of

Form

Solution for
injection
Solution for
injection
Solution for
injection
Solution for
injection
Solution for
injection

Solution for
injection

Administration

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

Pneumococcal polysaccharide from deOAc15B (de-O-acetylated serotype 15B)1

Pneumococcal polysaccharide serotype 16F1
Pneumococcal polysaccharide serotype 17F1
Pneumococcal polysaccharide serotype 19A1
Pneumococcal polysaccharide serotype 20A1
Pneumococcal polysaccharide serotype 22F1
Pneumococcal polysaccharide serotype 23A1
Pneumococcal polysaccharide serotype 23B1
Pneumococcal polysaccharide serotype 24F1
Pneumococcal polysaccharide serotype 311

Pneumococcal polysaccharide serotype 33F1
Pneumococcal polysaccharide serotype 35B1
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Immediate
Packaging

pre-filled syringe
(glass)

pre-filled syringe
(glass)

pre-filled syringe
(glass)

pre-filled syringe
(glass)

pre-filled syringe
(glass)

pre-filled syringe
(glass)

4 mcg
4 mcg
4 mcg
4 mcg
4 mcg
4 mcg
4 mcg
4 mcg
4 mcg
4 mcg
4 mcg
4 mcg
4 mcg
4 mcg
4 mcg
4 mcg
4 mcg
4 mcg
4 mcg
4 mcg
4 mcg

Content

(concentration)

0.5 ml

0.5 ml

0.5 ml

0.5 ml

0.5 ml

0.5 ml

Pack size

1 pre-filled syringe
1 pre-filled syringe +
1 needle

1 pre-filled syringe +
2 needles

10 pre-filled syringes
10 pre-filled syringes
+ 10 needles

10 pre-filled syringes
+ 20 needles



1Conjugated to CRM;g; carrier protein. CRM;g7 is a nontoxic mutant of diphtheria toxin (originating from Corynebacterium diphtheriae C7) expressed
recombinantly in Pseudomonas fluorescens.

One dose (0.5 mL) contains approximately 65 mcg CRM,q; carrier protein.
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