Numarul (UE)
APP

EU/1/20/1507/019

EU/1/20/1507/020

EU/1/20/1507/021

EU/1/20/1507/022

EU/1/20/1507/023

EU/1/20/1507/024

EU/1/20/1507/025

EU/1/20/1507/026

EU/1/20/1507/031

Numele

(inventat)

Spikevax JN.

Spikevax JN.

Spikevax JN.

Spikevax JN.

Spikevax JN.

Spikevax JN.

Spikevax JN.

Spikevax JN.

Spikevax LP.8.1

Concentrati

--6

Forma

farmaceutica

Dispersie
injectabila

Dispersie
injectabila
Dispersie

injectabila

Dispersie
injectabila

Dispersie
injectabila

Dispersie
injectabila

Dispersie
injectabila

Dispersie
injectabila

Dispersie
injectabila

Calea de
administrare

Administrare
intramusculara
Administrare
intramusculara
Administrare

intramusculara

Administrare
intramusculara

Administrare
intramusculara

Administrare
intramusculara

Administrare
intramusculara

Administrare
intramusculara

Administrare
intramusculara

Ambalajul
primar

flacon (sticla)

flacon (polimer

olefinic ciclic)

flacon (sticla)

flacon (sticld)

seringa
preumpluta
(copolimer
olefinic ciclic)
in blister
seringa
preumpluta
(copolimer
olefinic ciclic)
in blister
seringa
preumpluta
(copolimer
olefinic ciclic)
in tavita
seringa
preumpluta
(copolimer
olefinic ciclic)
in tavita
flacon (sticla)

Continutul

(concentratia)

2,5 ml (5 sau
10 doze)

2,5 ml (5 sau
10 doze)

0,5 ml (1 dozad)

0,5 ml (1 dozad)

0,5 ml (1 dozad)

0,5 ml (1 dozad)

0,5 ml (1 dozad)

0,5 ml (1 dozad)

2,5 ml (5 sau
10 doze)

Marimea
ambalajului

10 flacoane
multidoza (50 sau
100 doze)

10 flacoane
multidoza (50 sau
100 doze)

1 flacon
monodoza

(1 doza)

10 flacoane
monodoza
(10 doze)

1 seringa
preumpluta
(1 doza)

10 seringi
preumplute
(10 doze)

1 seringa
preumpluta
(1 doz3)

10 seringi
preumplute
(10 doze)

10 flacoane
multidoza (50 sau
100 doze)



Numarul (UE)
APP

EU/1/20/1507/032

EU/1/20/1507/033

EU/1/20/1507/034

EU/1/20/1507/035

EU/1/20/1507/036

EU/1/20/1507/037

EU/1/20/1507/038

EU/1/20/1507/039

Numele

(inventat)

Spikevax LP.8.1

Spikevax LP.8.1

Spikevax LP.8.1

Spikevax LP.8.1

Spikevax LP.8.1

Spikevax LP.8.1

Spikevax LP.8.1

Spikevax LP.8.1

Concentrati

Forma

farmaceutica

Dispersie
injectabila

Dispersie
injectabila

Dispersie
injectabila

Dispersie
injectabila

Dispersie
injectabila

Dispersie
injectabila

Dispersie
injectabila

Dispersie
injectabila

Calea de
administrare

Administrare
intramusculara

Administrare
intramusculara

Administrare
intramusculara

Administrare
intramusculara

Administrare
intramusculara

Administrare
intramusculara

Administrare
intramusculara

Administrare
intramusculara

Ambalajul
primar

flacon (polimer
olefinic ciclic)

seringa
preumpluta
(copolimer
olefinic ciclic)
in blister
seringa
preumpluta
(copolimer
olefinic ciclic)
in blister
seringa
preumpluta
(copolimer
olefinic ciclic)
in tavita
seringa
preumpluta
(copolimer
olefinic ciclic)
in tavita
seringa
preumpluta
(copolimer
olefinic ciclic)
in blister
seringa
preumpluta
(copolimer
olefinic ciclic)
in blister
seringa
preumpluta
(copolimer
olefinic ciclic)
in tavita

Continutul

(concentratia)

2,5 ml (5 sau
10 doze)

0,5 ml (1 dozad)

0,5 ml (1 dozad)

0,5 ml (1 dozad)

0,5 ml (1 dozad)

0,25 ml (1 doza)

0,25 ml (1 dozad)

0,25 ml (1 doza)

Marimea
ambalajului

10 flacoane
multidoza (50 sau
100 doze)

1 seringa
preumpluta

(1 doza)

10 seringi
preumplute
(10 doze)

1 seringa
preumpluta
(1 doz3)

10 seringi
preumplute
(10 doze)

1 seringa
preumpluta
(1 doz&)

10 seringi
preumplute
(10 doze)

1 seringa
preumpluta
(1 doza)



Numarul (UE)
APP

EU/1/20/1507/040

EU/1/20/1507/041

EU/1/20/1507/042

EU/1/20/1507/043

EU/1/20/1507/044

EU/1/20/1507/045

EU/1/20/1507/046

EU/1/20/1507/047

Numele

(inventat)

Spikevax LP.8.1

Spikevax XFG

Spikevax XFG

Spikevax XFG

Spikevax XFG

Spikevax XFG

Spikevax XFG

Spikevax XFG

Concentrati

-7

Forma

farmaceutica

Dispersie
injectabila

Dispersie
injectabila

Dispersie
injectabila

Dispersie
injectabila

Dispersie
injectabila

Dispersie
injectabila

Dispersie
injectabila

Dispersie
injectabila

Calea de
administrare

Administrare
intramusculara

Administrare
intramusculara

Administrare
intramusculara

Administrare
intramusculara

Administrare
intramusculara

Administrare
intramusculara

Administrare
intramusculara

Administrare
intramusculara

Ambalajul Continutul

primar (concentratia)

seringa 0,25 ml (1 doza)

preumpluta

(copolimer

olefinic ciclic) in

tavita

flacon (sticlda) 2,5 ml (5 sau
10 doze)

flacon 2,5 ml (5 sau

(polimer 10 doze)

olefinic ciclic)
seringa 0,5 ml (1 doza)
preumpluta
(copolimer
olefinic ciclic)
in blister
seringa
preumpluta
(copolimer
olefinic ciclic)
in blister
seringa
preumpluta
(copolimer
olefinic ciclic)
in tavita
seringa
preumpluta
(copolimer
olefinic ciclic)
in tavita
seringa
preumpluta
(copolimer
olefinic ciclic)
in blister

0,5 ml (1 doza)

0,5 ml (1 dozad)

0,5 ml (1 dozad)

0,25 ml (1 doza)

Marimea
ambalajului

10 seringi
preumplute
(10 doze)

10 flacoane
multidoza (50 sau
100 doze)

10 flacoane
multidoza (50 sau
100 doze)

1 seringa
preumpluta
(1 doz3)

10 seringi
preumplute
(10 doze)

1 seringa
preumpluta
(1 doz&)

10 seringi
preumplute
(10 doze)

1 seringa
preumpluta
(1 doza)



Numarul (UE) Numele Concentrati Forma Calea de Ambalajul Continutul Marimea

APP (inventat) a farmaceutica administrare primar (concentratia) ambalajului
EU/1/20/1507/048 Spikevax XFG --8 Dispersie Administrare seringa 0,25 ml (1 dozad) 10 seringi
injectabila intramusculara preumpluta preumplute
(copolimer (10 doze)
olefinic ciclic)
in blister
EU/1/20/1507/049 Spikevax XFG --8 Dispersie Administrare seringa 0,25 ml (1 dozad) 1 seringa
injectabila intramusculara preumpluta preumpluta
(copolimer (1 dozd)
olefinic ciclic)
in tavita
EU/1/20/1507/050 Spikevax XFG --8 Dispersie Administrare seringa 0,25 ml (1 dozad) 10 seringi
injectabila intramusculara preumpluta preumplute
(copolimer (10 doze)
olefinic ciclic)
in tavita

O doza (0,5 ml) contine ARNm SARS-CoV-2 IJN.1 50 micrograme, un vaccin de tip ARNm impotriva COVID-19 (integrat in nanoparticule lipidice).
O doza (0,25 ml) contine ARNm SARS-CoV-2 JN.1 25 micrograme, un vaccin de tip ARNm impotriva COVID-19 (integrat in nanoparticule lipidice).

ARNmM SARS-CoV-2 IN.1 este un ARN mesager (ARNm) monocatenar, cu capat 5’, produs prin utilizarea unei transcriptii in vitro acelulare, de la
modele de ADN corespunzatoare, ce codifica proteina virala S (spike) a SARS-CoV-2 (IN.1).

O doza (0,5 ml) contine ARNm SARS-CoV-2 LP.8.1 50 micrograme, un vaccin de tip ARNm impotriva COVID-19 (integrat in nanoparticule lipidice).

O doza (0,25 ml) contine ARNm SARS-CoV-2 LP.8.1 25 micrograme, un vaccin de tip ARNm impotriva COVID-19 (integrat in nanoparticule
lipidice).

ARNm SARS-CoV-2 LP.8.1 este un ARN mesager (ARNm) monocatenar, cu capat 5’, produs prin utilizarea unei transcriptii in vitro acelulare, de la
modele de ADN corespunzatoare, ce codifica proteina virala S (spike) a SARS-CoV-2 (LP.8.1).

O doza (0,5 ml) contine ARNm SARS-CoV-2 XFG 50 micrograme, un vaccin de tip ARNm impotriva COVID-19 (integrat in nanoparticule lipidice).
O doza (0,25 ml) contine ARNm SARS-CoV-2 XFG 25 micrograme, un vaccin de tip ARNm impotriva COVID-19 (integrat in nanoparticule lipidice).

ARNmM SARS-CoV-2 XFG este un ARN mesager (ARNm) monocatenar, cu capat 5’, produs prin utilizarea unei transcriptii in vitro acelulare, de la
modele de ADN corespunzatoare, ce codifica proteina virala S (spike) a SARS-CoV-2 (XFG).



