MA (EU) Number

EU/1/01/183/001
EU/1/01/183/004

EU/1/01/183/005

EU/1/01/183/007
EU/1/01/183/008
EU/1/01/183/011

EU/1/01/183/013

EU/1/01/183/015
EU/1/01/183/018

EU/1/01/183/020

EU/1/01/183/021

EU/1/01/183/022

EU/1/01/183/023

EU/1/01/183/024

EU/1/01/183/025

(Invented)

name

HBVAXPRO
HBVAXPRO

HBVAXPRO

HBVAXPRO
HBVAXPRO
HBVAXPRO

HBVAXPRO

HBVAXPRO
HBVAXPRO

HBVAXPRO

HBVAXPRO

HBVAXPRO

HBVAXPRO

HBVAXPRO

HBVAXPRO

Strength

5 pg/0.5 ml
5 ng/0.5 ml

5 pg/0.5 ml

10 pg/ml
10 pg/ml
10 pg/mil

10 pg/mi

40 pg/ml
5 pg/0.5 mi

5 ng/0.5 mi

5 ng/0.5 mi

5 pg/0.5 ml

5 pg/0.5 ml

5 ng/0.5 ml

5 ng/0.5 ml

Pharmaceutical

Form

Suspension for
injection
Suspension for
injection
Suspension for
injection

Suspension for
injection
Suspension for
injection
Suspension for
injection
Suspension for
injection

Suspension for
injection
Suspension for
injection
Suspension for
injection

Suspension for
injection
Suspension for
injection
Suspension for
injection
Suspension for
injection

Suspension for
injection

Route of
Administration

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

Immediate
Packaging

vial (glass)
pre-filled syringe
(glass)

pre-filled syringe
(glass)

vial (glass)

vial (glass)

pre-filled syringe
(glass)

pre-filled syringe
(glass)
vial (glass)

vial (glass)

pre-filled syringe
(glass)

pre-filled syringe
(glass)

pre-filled syringe
(glass)

pre-filled syringe
(glass)

pre-filled syringe
(glass)

pre-filled syringe
(glass)

Content

(concentration)
0.5 ml (10 pg/ml)
0.5 ml (10 pg/ml)

0.5 ml (10 pg/ml)

1 ml (10 pg/mil)
1 ml (10 pg/ml)
1 ml (10 pg/mil)

1 ml (10 pg/mil)

1 ml (40 pg/mil)
0.5 ml (10 pg/ml)

0.5 ml (10 pg/ml)

0.5 ml (10 pg/ml)

0.5 ml (10 pg/ml)

0.5 ml (10 pg/ml)

0.5 ml (10 pg/ml)

0.5 ml (10 pg/ml)

Pack size

1 vial

1 pre-filled syringe
without needle

10 pre-filled
syringes without
needle

1 vial

10 vials

1 pre-filled syringe
without needle

10 pre-filled
syringes without
needle

1 vial

10 vials

20 pre-filled
syringes without
needle

50 pre-filled
syringes without
needle

1 pre-filled syringe
with 1 separate
needle

10 pre-filled
syringes with 1
separate needle

1 pre-filled syringe
with 2 separate
needles

10 pre-filled
syringe with 2
separate needles



EU/1/01/183/026

EU/1/01/183/027

EU/1/01/183/028

EU/1/01/183/029

EU/1/01/183/030

EU/1/01/183/031

EU/1/01/183/32

HBVAXPRO

HBVAXPRO

HBVAXPRO

HBVAXPRO

HBVAXPRO

HBVAXPRO

HBVAXPRO

10 pg/ml

10 pg/ml

10 pg/ml

10 pg/mil

5 pg/0.5 ml

5 ng/0.5 ml

10 pg/mil

Suspension for
injection

Suspension for
injection
Suspension for
injection
Suspension for
injection
Suspension for
injection
Suspension for
injection

Suspension for
injection

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

Intramuscular use

pre-filled syringe
(glass)

pre-filled syringe
(glass)

pre-filled syringe
(glass)

pre-filled syringe
(glass)

pre-filled syringe
(glass)

pre-filled syringe
(glass)

pre-filled syringe
(glass)

1 ml (10 pg/ml)

1 ml (10 pg/ml)

1 ml (10 pg/mil)

1 ml (10 pg/mil)

0.5 ml (10 pg/ml)

0.5 ml (10 pg/ml)

1 ml (10 pg/mil)

1 pre-filled syringe
with 1 separate
needle

10 pre-filled
syringes with 1
separate needle
1 pre-filled syringe
with 2 separate
needles

10 pre-filled
syringes with 2
separate needles
20 pre-filled
syringe with 2
separate needles
50 pre-filled
syringe with 2
separate needles
20 pre-filled
syringes with 2
separate needles



