Numarul (UE) APP

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

Numele (inventat

Prevenar 13

Prevenar 13

Prevenar 13

Prevenar 13

Prevenar 13

Prevenar 13

Prevenar 13

Prevenar 13

Prevenar 13

Prevenar 13

Prevenar 13

Prevenar 13

Concentratia

Forma
farmaceutica

Calea de

administrare

Suspensie
injectabila

Suspensie
injectabila

Suspensie
injectabila

Suspensie
injectabila
Suspensie
injectabila
Suspensie
injectabila
Suspensie
injectabila

Suspensie
injectabila

Suspensie
injectabila

Suspensie
injectabila

Suspensie
injectabila

Suspensie
injectabila

1/2

Intramusculara

Intramusculara

Intramusculara

Intramusculara

Intramusculara

Intramusculara

Intramusculara

Intramusculara

Intramusculara

Intramusculara

Intramusculara

Intramusculara

Ambalajul
primar
seringa
preumpluta
(sticlad)
seringa
preumpluta
(sticlad)
seringa
preumpluta
(sticla)
seringa
preumpluta
(sticla)

seringa
preumpluta
(sticla)
seringa
preumpluta
(sticla)

flacon
unidoza
(sticla)
flacon
unidoza
(sticla)
flacon
unidoza
(sticlad)
flacon
unidoza
(sticlad)
flacon
unidoza
(sticla)
flacon
(sticlad)

Continutul Marimea

(concentratia) ambalajului

0,5 ml 1 seringa
preumpluta

0,5 ml 1 seringa
preumpluta,
Cu ac separat

0,5 ml 10 seringi
preumplute

0,5 ml 10 seringi
preumplute,
Cu ace
separate

0,5 ml 50 seringi
preumplute

0,5 ml 50 seringi
preumplute,
Cu ace
separate

0,5 ml 1 flacon
unidoza

0,5 ml 5 flacoane
unidoza

0,5 ml 10 flacoane
unidoza

0,5 ml 25 flacoane
unidoza

0,5 ml 50 flacoane
unidoza

2,0 ml (4 doze x 1 recipient

0,5 ml)

multidoza (4
doze)



EU/1/09/590/013

EU/1/09/590/014

EU/1/09/590/015

EU/1/09/590/016

-- Fiecare doza de 0,5 ml contine:

polizaharida pneumococica, serotip 1*
polizaharida pneumococica, serotip 3*
polizaharida pneumococica, serotip 4*
polizaharida pneumococica, serotip 5*
polizaharida pneumococica, serotip 6A*
polizaharida pneumococica, serotip 6B*
polizaharida pneumococica, serotip 7F*
polizaharida pneumococicd, serotip 9V*
polizaharida pneumococica, serotip 14*

polizaharida pneumococica, serotip 18C*
polizaharida pneumococica, serotip 19A* 2,
polizaharida pneumococica, serotip 19F* 2,2
polizaharida pneumococica, serotip 23F* 2,2

Prevenar 13

Prevenar 13

Prevenar 13

Prevenar 13

2,2 g
2,2 ug
2,2 ug
2,2 g
2,2 ug
4,4 ug
2,2 ug
2,2 g
2,2 ug
2,2 ug
2 ug
Hg
Hg

Suspensie
injectabila

Suspensie
injectabila

Suspensie
injectabila

Suspensie
injectabila

Intramusculara

Intramusculara

Intramusculara

Intramusculara

*Conjugat cu proteina transportoare CRMyg; si adsorbit pe fosfat de aluminiu (0,125 mg aluminiu)

2/2

flacon
(sticla)

flacon
(sticlad)

flacon
(sticlad)

flacon
(sticla)

2,0 ml (4 doze x
0,5 ml)

2,0 ml (4 doze x
0,5 ml)

2,0 ml (4 doze x
0,5 ml)

2,0 ml (4 doze x
0,5 ml)

5 recipiente
multidoza
(20 doze)

10 recipiente
multidoza
(40 doze)

25 recipiente
multidoza
(100 doze)
50 recipiente
multidoza
(200 doze)



