Numarul (UE) APP

EU/1/06/337/001

EU/1/06/337/002

EU/1/06/337/005

EU/1/06/337/006

EU/1/06/337/007

EU/1/06/337/008

EU/1/06/337/009

EU/1/06/337/010

Numele

(inventat)

M-M-RvaxPro

M-M-RvaxPro

M-M-RvaxPro

M-M-RvaxPro

M-M-RvaxPro

M-M-RvaxPro

M-M-RvaxPro

M-M-RvaxPro

Concentratia

-1

Forma
farmaceutica

Pulbere si solvent
pentru suspensie
injectabila
Pulbere si solvent
pentru suspensie
injectabila
Pulbere si solvent
pentru suspensie
injectabila in
seringa
preumpluta
Pulbere si solvent
pentru suspensie
injectabila in
seringa
preumpluta
Pulbere si solvent
pentru suspensie
injectabila in
seringa
preumpluta
Pulbere si solvent
pentru suspensie
injectabila in
seringa
preumpluta
Pulbere si solvent
pentru suspensie
injectabila in
seringa
preumpluta
Pulbere si solvent
pentru suspensie
injectabild in
seringa
preumpluta

Calea de
administrare

Ambalajul
primar

Administrare
subcutanata sau
intramusculara
Administrare
subcutanata sau
intramusculara
Administrare
subcutanata sau
intramusculara

Administrare
subcutanata sau
intramusculara

Administrare
subcutanata sau
intramusculara

Administrare
subcutanata sau
intramusculara

Administrare
subcutanata sau
intramusculara

Administrare
subcutanata sau
intramusculara

1/2

pulbere: flacon
(sticld); solvent:
flacon (sticla)
pulbere: flacon
(sticld); solvent:
flacon (sticla)
pulbere: flacon
(sticld); solvent:
seringa
preumpluta (sticld)

pulbere: flacon
(sticla); solvent:
seringa
preumpluta (sticld)

pulbere: flacon
(sticla); solvent:
seringa
preumpluta (sticla)

pulbere: flacon
(sticld); solvent:
seringa
preumpluta (sticla)

pulbere: flacon
(sticld); solvent:
seringa
preumpluta (sticla)

pulbere: flacon
(sticld); solvent:
seringa
preumpluta (sticla)

Continutul
(concentratia)

Marimea

ambalajului

0,5 ml

0,5 ml

0,5 ml

0,5 ml

0,5 ml

0,5 ml

0,5 ml

0,5 ml

1 flacon + 1 flacon

10 flacoane +
10 flacoane

1 flacon + 1 seringa
preumpluta fara ac

10 flacoane +
10 seringi preumplute
fara ac

20 flacoane +
20 seringi preumplute
fara ac

1 flacon + 1 seringa
preumpluta + 1 ac

10 flacoane +
10 seringi preumplute
+ 10 ace

20 flacoane +
20 seringi preumplute
+ 20 ace



EU/1/06/337/011 M-M-RvaxPro Pulbere si solvent  Administrare pulbere: flacon
pentru suspensie  subcutanata sau (sticld); solvent:
injectabila in intramusculara seringa
seringa preumpluta (sticla)
preumpluta

EU/1/06/337/012 M-M-RvaxPro Pulbere si solvent  Administrare pulbere: flacon
pentru suspensie  subcutanata sau (sticld); solvent:
injectabila in intramusculara seringa
seringa preumpluta (sticla)
preumpluta

EU/1/06/337/013 M-M-RvaxPro Pulbere si solvent  Administrare pulbere: flacon
pentru suspensie  subcutanata sau (sticla); solvent:
injectabila in intramusculara seringa
seringa preumpluta (sticla)
preumpluta

EU/1/06/337/014 M-M-RvaxPro Pulbere si solvent  Administrare pulbere: flacon
pentru suspensie  subcutanata sau (sticld); solvent:
injectabila intramusculara flacon (sticla)

-1 Virus rujeolic!, tulpind Enders’ Edmonston (virus viu, atenuat) ................. minimum 1 x 103 TCIDsg*

Virus urlian?, tulpind Jeryl Lynn™ [Nivel B] (virus viu, atenuat) ................. minimum 12,50 x 103 TCIDso*
Virus rubeolic?, tulpina Wistar RA 27/3 (virus viu, atenuat) ........cccccevnnnee. minimum 1 x 103 TCIDso*

*50% doza infectanta cultura tisulara

! produs in celule embrionare de pui de gdina.
2 produs in fibroblasti pulmonari umani diploizi WI-38

22

0,5 ml

0,5 ml

0,5 ml

0,5 ml

1 flacon + 1 seringa
preumpluta + 2 ace

10 flacoane +
10 seringi preumplute
+ 20 ace

20 flacoane +
20 seringi preumplute
+ 40 ace

5 flacoane +
5 flacoane



