MA (EU) number (Invented) Strength Pharmaceutical Form Route of
name Administration

EU/1/24/1871/001 Penbraya --1 Powder and suspension  Intramuscular
for suspension for use
injection

EU/1/24/1871/002 Penbraya --1 Powder and suspension  Intramuscular
for suspension for use
injection

EU/1/24/1871/003 Penbraya --1 Powder and suspension  Intramuscular
for suspension for use
injection

EU/1/24/1871/004 Penbraya --1 Powder and suspension  Intramuscular
for suspension for use
injection

EU/1/24/1871/005 Penbraya --1 Powder and suspension  Intramusc
for suspension for use 6
injection

EU/1/24/1871/006 Penbraya --1 Powder and suspension _ Intr cular
for suspension for se

--1

Neisseria meningitidis group A polysaccharidez?,3
Neisseria meningitidis group C polysaccharidez,
Neisseria meningitidis group W polysaccharlde2
Neisseria meningitidis group Y polysacchan

Neisseria meningitidis group B fHbp su
Neisseria meningitidis group B be

2 Conjugated to tetanus to
3 Produced in Nelss ria

§m6

id|s cells

osphate

4 Adsorbed on alu @
5 fHbp (fact tqlnd rotein)
6 Produced 6 hia coli cells by recombinant DNA technology

|yB456

rier protein

injection

5 micrograms
5 micrograms
5 micrograms

5 micrograms
60 micrograms

0.25 milligrams aluminium

1/1

60 micrograms

44 micrograms

Immediate
Packaging

powder: vial (glass);
suspension: pre-
filled syringe (glass)
powder: vial (glass);
suspension: pre-
filled syringe (glass)

powder: V|al(
suspension
filled syrm e

de | (glass);
%ensmn pre-
illed syringe (glass)
powder: vial (glass);
suspension: pre-
filled syringe (glass)
powder: vial (glass);
suspension: pre-
filled syringe (glass)

*i\

Content

(concentration)

powder: 5 ug;

suspenS|on 0. i
powde

P A
sus
der 5 ug;
suspension: 0.5

powder: 5 pg;
suspension: 0.5
ml

powder: 5 ug;
suspension: 0.5
ml

powder: 5 ug;
suspension: 0.5
ml

Pack size

1 vial + 1 pre-filled
syringe + 1 vial
adaptor + 1 needle
5 vials + 5 pre-
filled syringes + 5
vial adaptors + 5
needles

10 vials + 10 pre-
filled syringes + 10
vial adaptors + 10
needles

1 vial + 1 pre-filled
syringe + 1 vial
adaptor

5 vials + 5 pre-
filled syringes + 5
vial adaptors

10 vials + 10 pre-
filled syringes + 10
vial adaptors



