Numarul (UE) Numele Concentratia Forma farmaceutica Calea de Ambalajul primar Continutul Marimea

APP (inventat) administrare (concentratia) mbalajului

EU/1/06/341/001 Zostavax -1 Pulbere si solvent Administrarare pulbere: flacon (sticld); 0,65 mk 6 1 flacon + 1 flacon
pentru suspensie intramusculara, solvent: flacon (sticla)
injectabila Administrarare (

subcutanata ‘O

EU/1/06/341/002 Zostavax -1 Pulbere si solvent Administrarare pulbere: flacon 0,65 mi 10 flacoane +
pentru suspensie intramusculara, solvent; fl 10 flacoane
injectabila Administrarare &

subcutanata 6
*

EU/1/06/341/005 Zostavax -1 Pulbere si solvent Administrar. \ pulbere: flacon (st|cla), 0,65 ml 1 flacon + 1 seringa
pentru suspensie intramus 2@ solvent: seringa preumpluta fara ac
injectabilé intr-o Admir@r preumpluta (sticld)
seringa preumplutd 6

EU/1/06/341/006 Zostavax -1 Pulbere si solyen ministrarare pulbere: flacon (sticla); 0,65 ml 10 flacoane +
pentru susp % intramusculard,  solvent: seringa 10 seringi preumplute
injectab, ﬁ Administrarare preumpluta (sticld) fara ac
seri \@ plutd  subcutanata

*
EU/1/06/341/007 Zostavax -1 d}\ggre si solvent Administrarare pulbere: flacon (sticla); 0,65 ml 20 flacoane +
entru suspensie intramusculara, solvent: seringa 20 seringi preumplute
injectabila intr-o Administrarare preumpluta (sticld) fara ac
(0 seringa preumpluta  subcutanata
EU/1/06/341/008 Zostavax \ Pulbere si solvent Administrarare pulbere: flacon (sticld); 0,65 ml 1 flacon + 1 seringa
\> pentru suspensie intramusculara, solvent: seringa preumplutd + 1 ac
injectabila intr-o Administrarare preumpluta (sticld) separat
seringa preumpluta  subcutanata
EU/1/06/341/ tavax 1 Pulbere si solvent Administrarare pulbere: flacon (sticld); 0,65 ml 10 flacoane +

pentru suspensie
injectabila intr-o
seringa preumpluta

intramusculara,
Administrarare
subcutanata
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solvent: seringa
preumpluta (sticld)

10 seringi preumplute
+ 10 ace separate



Numarul (UE) Numele Concentratia Forma farmaceutica Calea de Ambalajul primar Continutul Marimea

APP (inventat) administrare (concentratia) ambalajului

EU/1/06/341/010 Zostavax -1 Pulbere si solvent Administrarare pulbere: flacon (stlcla), 0,65 ml &0 flacoane +
pentru suspensie intramusculard, solvent: seringa 20 seringi preumplute
injectabila intr-o Administrarare preumpluta (sticlad) \ + 20 ace separate
seringa preumpluta  subcutanata (

EU/1/06/341/011 Zostavax -1 Pulbere si solvent Administrarare pulbere: flacon (stm&ﬁS ml 1 flacon + 1 seringa
pentru suspensie intramuscularda,  solvent: seringa preumplutad + 2 ace
injectabila intr-o Administrarare preumplut ticl separate
seringa preumpluta  subcutanata

EU/1/06/341/012 Zostavax -1 Pulbere si solvent Administrarare‘ ;@% flacon (st|cla), 0,65 ml 10 flacoane +
pentru suspensie intramuscula \ nt: seringa 10 seringi preumplute
injectabila intr-o Administr. % preumpluta (sticld) + 20 ace separate
seringa preumpluta subcu@

EU/1/06/341/013 Zostavax -1 Pulbere si soIvent inistrarare pulbere: flacon (sticld); 0,65 ml 20 flacoane +
pentru suspensie amusculara solvent: seringa 20 seringi preumplute
|nJectab|Ia mé\‘ Administrarare preumpluta (sticld) + 40 ace separate

serlnga<\ subcutanata
1 Dupa reconstituire, o doza (0,65 ml) contin
Virus varicelo-zosterian?, tulpind Oka/Merck (v Quat) nu mai putin de 19400 PFU?
!produs in celule d|p|0|de umane (MRC-5
2 PFU = unitati formatoare de pIaJ
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