EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

26 October 2017
EMA/715509/2017
Human Medicines Evaluation Division

List of nationally authorised medicinal products

Active substance: influenza vaccine (split virion, inactivated) (non centrally
authorised products)

Procedure no.: PSUSA/00010298/201703

30 Churchill Place e Canary Wharf e London E14 5EU e United Kingdom
Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5525 -
Send a question via our website www.ema.europa.eu/contact An agency of the European Union

© European Medicines Agency, 2017. Reproduction is authorised provided the source is acknowledged.



Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Afluria Sospensione
iniettabile, in siringa
preriempita. Vaccino
influenzale (virione split,
inattivato)

DE/H/1938/001

043216011

SEQIRUS GMBH

IT

Afluria Sospensione
iniettabile, in siringa
preriempita. Vaccino
influenzale (virione split,
inattivato)

DE/H/1938/001

043216023

SEQIRUS GMBH

Afluria Sospensione
iniettabile, in siringa
preriempita. Vaccino
influenzale (virione split,
inattivato)

DE/H/1938/001

043216035

SEQIRUS GMBH

Afluria Sospensione
iniettabile, in siringa
preriempita. Vaccino
influenzale (virione split,
inattivato)

DE/H/1938/001

043216047

SEQIRUS GMBH

Afluria Suspenséo
injetavel, em seringa pré-
cheia Vacina contra a
gripe (virido
fragmentado, inativado)

DE/H/1938/001

5643309

SEQIRUS GMBH

PT

Afluria Suspenséo
injetavel, em seringa pré-
cheia Vacina contra a
gripe (virido
fragmentado, inativado)

DE/H/1938/001

5643317

SEQIRUS GMBH

PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Afluria Suspenséo
injetavel, em seringa pré-
cheia Vacina contra a
gripe (virido
fragmentado, inativado)

DE/H/1938/001

5643325

SEQIRUS GMBH

PT

Afluria Suspenséo
injetavel, em seringa pré-
cheia Vacina contra a
gripe (virido
fragmentado, inativado)

DE/H/1938/001

5643333

SEQIRUS GMBH

PT

Afluria suspensie
injectabila, Tn seringa
preumpluta Vaccin gripal
(virion fragmentat,
inactivat)

DE/H/1938/001

7123/2014/03

SEQIRUS GMBH

RO

Afluria suspensie
injectabild, in seringa
preumpluta Vaccin
gripal* (virion
fragmentat, inactivat)

DE/H/1938/001

7123/2014/01

SEQIRUS GMBH

RO

Afluria suspensie
injectabild, in seringa
preumpluta Vaccin gripal
(virion fragmentat,
inactivat)

DE/H/1938/001

7123/2014/02

SEQIRUS GMBH

RO

Afluria suspensie
injectabild, in seringa
preumpluta Vaccin gripal
(virion fragmentat,

DE/H/1938/001

7123/2014/04

SEQIRUS GMBH

RO
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

inactivat)

Afluria suspensie voor
injectie, in een
voorgevulde spuit.
Influenzavaccin (split
virus, geinactiveerd)

DE/H/1938/001

1716/06040039

SEQIRUS GMBH

LU

Afluria Suspension
injectable dans une
seringue préremplie.
accin contre l'influenza
(virion fragmenté,
inactivé)

DE/H/1938/001

1716/06040039

SEQIRUS GMBH

LU

Afluria Suspension
inyectable en jeringa
precargada Vacuna
antigripal (virus
fraccionados, inactivados)

DE/H/1938/001

705470 - 2

SEQIRUS GMBH

ES

Afluria Suspension
inyectable en jeringa
precargada Vacuna
antigripal (virus
fraccionados, inactivados)

DE/H/1938/001

705471 -9

SEQIRUS GMBH

ES

Afluria Suspension
inyectable en jeringa
precargada Vacuna
antigripal (virus
fraccionados, inactivados)

DE/H/1938/001

702570 — 2

SEQIRUS GMBH

ES
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Afluria Suspension
inyectable en jeringa
precargada Vacuna
antigripal (virus
fraccionados, inactivados)

DE/H/1938/001

702573 - 3

SEQIRUS GMBH

ES

AFLURIA Evéaipo
EvValiwpnua os
NPOYEWIOWEVN oUpIyyd
EpBOAI0 ypinng (TuAHa
10U, adpavonoinuévo)

DE/H/1938/001

21056

SEQIRUS GMBH

GR

Afluria, injekcni suspenze
v predplnené injekcni
strikacce Vakcina proti
chfipce (Stépeny virion,
inaktivovana)

DE/H/1938/001

59/241/14-C

SEQIRUS GMBH

cz

Afluria, injektionsveeske,
suspension, fyldt
injektionssprgjte

DE/H/1938/001

37439

SEQIRUS GMBH

DK

AFLURIA, Suspension
injectable en seringue
préremplie Vaccin grippal
(virion fragmenté,
inactivé)

DE/H/1938/001

34009 279 598 9 9

SEQIRUS GMBH

FR

AFLURIA, Suspension
injectable en seringue
préremplie Vaccin grippal
(virion fragmenté,
inactivé)

DE/H/1938/001

34009 279 602 6 O

SEQIRUS GMBH

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

AFLURIA, Suspension
injectable en seringue
préremplie Vaccin grippal
(virion fragmenté,
inactiveé)

DE/H/1938/001

34009 279 600 3 1

SEQIRUS GMBH

FR

AFLURIA, Suspension
injectable en seringue
préremplie Vaccin grippal
(virion fragmenté,
inactivé)

DE/H/1938/001

34009 279 599 5 0

SEQIRUS GMBH

FR

a-RIX
Injektionssuspension in
einer Fertigspritze
Grippeimpfung
(fragmentiertes,
inaktiviertes Virion)

DE/H/0124/001

BE147244

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

a-RIX, suspensie voor
injectie in een
voorgevulde spuit
Griepvaccin
(gefragmenteerd,
geinactiveerd virion)

DE/H/0124/001

BE147244

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

a-RIX, suspension
injectable en seringue
préremplie Vaccin grippal
(virion fragmenté,
inactivé)

DE/H/0124/001

BE147244

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

a-RIX, suspension
injectable en seringue
préremplie Vaccin grippal
(virion fragmenté,
inactiveé)

DE/H/0124/001

2008089872

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU

a-RIX, suspension
injectable en seringue
préremplie Vaccin grippal
(virion fragmenté,
inactivé)

DE/H/0124/001

2008089872

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU

a-RIX-Tetra
Injektionssuspension in
Fertigspritze
Grippeimpfung (Spalt-
Virion, inaktiviert)

DE/H/1939/001

BE456924

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

a-RIX-Tetra, suspensie
voor injectie in een
voorgevulde spuit
Griepvaccin
(gefragmenteerd,
geinactiveerd virion)

DE/H/1939/001

BE456924

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

Enzira Suspension for
injection, pre-filled
syringe Influenza vaccine
(Split Virion, inactivated)

DE/H/1938/001

PA1373/001/001

SEQIRUS GMBH

Enzira® Suspension for
injection, pre-filled
syringe Influenza vaccine
(split virion, inactivated)

DE/H/1938/001

PL 22236/0001

SEQIRUS GMBH

UK
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Fluarix 2013/2014,
suspensie voor injectie in
een voorgevulde spuit
Influenzavaccin (gesplitst
virion, geinactiveerd)

DE/H/0124/001

RVG 22307

GLAXOSMITHKLINE B.V.

NL

Fluarix injekciné
suspensija uzpildytame
Svirkste Vakcina nuo
gripo (i$ viriony
fragmenty, inaktyvuota)

DE/H/0124/001

LT/1/05/0274/002

GLAXOSMITHKLINE LIETUVA
UAB

LT

Fluarix injekciné
suspensija uzpildytame
Svirkste Vakcina nuo
gripo (i$ viriony
fragmenty, inaktyvuota)

DE/H/0124/001

LT/1/05/0274/003

GLAXOSMITHKLINE LIETUVA
UAB

LT

Fluarix injekciné
suspensija uzpildytame
Svirkste Vakcina nuo
gripo (is viriony
fragmenty, inaktyvuota)

DE/H/0124/001

LT/1/5/0274/004

GLAXOSMITHKLINE LIETUVA
UAB

LT

Fluarix injekciné
suspensija uzpildytame
SvirkSte Vakcina nuo
gripo (is viriony
fragmenty, inaktyvuota)

DE/H/0124/001

LT/1/05/0274/001

GLAXOSMITHKLINE LIETUVA
UAB

LT

Fluarix injekcine
suspensija uzpildytame
Svirkste|Vakcina nuo
gripo (i$ virionu

DE/H/0124/001

LT/1/05/0274/005

GLAXOSMITHKLINE LIETUVA
UAB

LT
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

fragmentu, inaktyvuota)

Fluarix injekcine DE/H/0124/001 LT/1/5/0274/006 GLAXOSMITHKLINE LIETUVA | LT

suspensija uzpildytame UAB

Svirkste|Vakcina nuo

gripo (i$ virionu

fragmentu, inaktyvuota)

Fluarix injekcine DE/H/0124/001 LT/1/5/0274/007 GLAXOSMITHKLINE LIETUVA | LT

suspensija uzpildytame UAB

Svirkste|Vakcina nuo

gripo (i$ virionu

fragmentu, inaktyvuota)

Fluarix injekcine DE/H/0124/001 LT/1/05/0274/008 GLAXOSMITHKLINE LIETUVA | LT

suspensija uzpildytame UAB

Svirkste|Vakcina nuo

gripo (i$ virionu

fragmentu, inaktyvuota)

Fluarix injekcine DE/H/0124/001 LT/1/5/0274/009 GLAXOSMITHKLINE LIETUVA | LT

suspensija uzpildytame UAB

Svirkste|Vakcina nuo

gripo (i$ virionu

fragmentu, inaktyvuota)

Fluarix injekcine DE/H/0124/001 LT/1/05/0274/010 GLAXOSMITHKLINE LIETUVA | LT

suspensija uzpildytame
Svirkste|Vakcina nuo
gripo (i$ virionu
fragmentu, inaktyvuota)

UAB
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Fluarix injekcna
suspenzia v naplnenej
injekcnej striekacke
Ockovacia latka proti
chripke (Stiepeny virion,
inaktivovana)

DE/H/0124/001

59/0270/06-S

GLAXOSMITHKLINE
SLOVAKIA S.R.O.

SK

Fluarix injektioneste,
suspensio esitaytetyssa
ruiskussa
Influenssarokote
(virusfragmentit,
inaktivoitu)

DE/H/0124/001

13153

GLAXOSMITHKLINE
BIOLOGICALS S.A.

FI

FLUARIX sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale (virus
frammentati, inattivati)

DE/H/0124/001

029245230

GLAXOSMITHKLINE S.P.A.

FLUARIX sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale (virus
frammentati, inattivati)

DE/H/0124/001

29245242

GLAXOSMITHKLINE S.P.A.

FLUARIX sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale (virus
frammentati, inattivati)

DE/H/0124/001

29245255

GLAXOSMITHKLINE S.P.A.
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

FLUARIX sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale (virus
frammentati, inattivati)

DE/H/0124/001

29245267

GLAXOSMITHKLINE S.P.A.

IT

FLUARIX sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale (virus
frammentati, inattivati)

DE/H/0124/001

029245242

GLAXOSMITHKLINE S.P.A.

FLUARIX sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale (virus
frammentati, inattivati)

DE/H/0124/001

029245255

GLAXOSMITHKLINE S.P.A.

FLUARIX sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale (virus
frammentati, inattivati)

DE/H/0124/001

029245178

GLAXOSMITHKLINE S.P.A.

FLUARIX sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale (virus
frammentati, inattivati)

DE/H/0124/001

029245180

GLAXOSMITHKLINE S.P.A.

FLUARIX sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale (virus

DE/H/0124/001

029245192

GLAXOSMITHKLINE S.P.A.
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

frammentati, inattivati)

FLUARIX sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale (virus
frammentati, inattivati)

DE/H/0124/001

029245204

GLAXOSMITHKLINE S.P.A.

FLUARIX sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale (virus
frammentati, inattivati)

DE/H/0124/001

029245216

GLAXOSMITHKLINE S.P.A.

FLUARIX sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale (virus
frammentati, inattivati)

DE/H/0124/001

029245228

GLAXOSMITHKLINE S.P.A.

Fluarix suspensie
injectabild in seringa
preumpluta Vaccin gripal
(virion fragmentat,
inactivat)

DE/H/0124/001

3088/2010/04

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

Fluarix suspensie
injectabila in seringa
preumpluta Vaccin gripal
(virion fragmentat,
inactivat)

DE/H/0124/001

8244/2015/07

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Fluarix suspensie DE/H/0124/001 8244/2015/01 GLAXOSMITHKLINE RO

injectabild in seringa BIOLOGICALS S.A.

preumpluta Vaccin gripal

(virion fragmentat,

inactivat)

Fluarix suspensie DE/H/0124/001 8244/2015/07 GLAXOSMITHKLINE RO

injectabild in seringa BIOLOGICALS S.A.

preumpluta Vaccin gripal

(virion fragmentat,

inactivat)

Fluarix suspensie DE/H/0124/001 8244/2015/08 GLAXOSMITHKLINE RO

injectabila in seringa BIOLOGICALS S.A.

preumpluta Vaccin gripal

(virion fragmentat,

inactivat)

Fluarix suspensie DE/H/0124/001 8244/2015/09 GLAXOSMITHKLINE RO

injectabila in seringa BIOLOGICALS S.A.

preumpluta Vaccin gripal

(virion fragmentat,

inactivat)

Fluarix suspensie DE/H/0124/001 8244/2015/10 GLAXOSMITHKLINE RO

injectabild in seringa BIOLOGICALS S.A.

preumpluta Vaccin gripal

(virion fragmentat,

inactivat)

Fluarix suspensie DE/H/0124/001 8244/2015/04 GLAXOSMITHKLINE RO

injectabild in seringa
preumpluta Vaccin gripal
(virion fragmentat,

BIOLOGICALS S.A.

List of nationally authorised medicinal products

EMA/715509/2017

Page 13/61




Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

inactivat)

Fluarix suspensie DE/H/0124/001 8244/2015/05 GLAXOSMITHKLINE RO

injectabila in seringa BIOLOGICALS S.A.

preumpluta Vaccin gripal

(virion fragmentat,

inactivat)

Fluarix suspensie DE/H/0124/001 8244/2015/06 GLAXOSMITHKLINE RO

injectabild in seringa BIOLOGICALS S.A.

preumpluta Vaccin gripal

(virion fragmentat,

inactivat)

Fluarix suspensie DE/H/0124/001 8244/2015/06 GLAXOSMITHKLINE RO

injectabild in seringa BIOLOGICALS S.A.

preumpluta Vaccin gripal

(virion fragmentat,

inactivat)

Fluarix suspensie DE/H/0124/001 8244/2015/02 GLAXOSMITHKLINE RO

injectabild in seringa BIOLOGICALS S.A.

preumpluta Vaccin gripal

(virion fragmentat,

inactivat)

Fluarix suspensie DE/H/0124/001 8244/2015/03 GLAXOSMITHKLINE RO

injectabila in seringa
preumpluta Vaccin gripal
(virion fragmentat,
inactivat)

BIOLOGICALS S.A.
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Fluarix suspensija
injekcijam pilnslirce
Pretgripas vakcina
(Skelts, inaktivéts virions)
Vaccinum influenzae
inactivatum ex virorum
fragmentis praeparatum

DE/H/0124/001

05-0197

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LV

Fluarix suspension for
injection in a pre-filled
syringe Influenza vaccine
(split virion, inactivated)

DE/H/0124/001

PA 1077/025/001

GLAXOSMITHKLINE
(IRELAND) LIMITED

Fluarix suspension for
injection in a pre-filled
syringe Influenza vaccine
(split virion, inactivated)

DE/H/0124/001

MA 172/01001

SMITHKLINE BEECHAM PLC

MT

FLUARIX suspension
injectable en seringue
préremplie. Vaccin
grippal inactivé a virion
fragmenté

DE/H/124/01

NL10811

LABORATOIRE
GLAXOSMITHKLINE

FR

Fluarix suspension
inyectable en jeringa
precargada Vacuna
antigripal (de virus
fraccionados e
inactivados)

DE/H/0124/001

60.772

GLAXOSMITHKLINE, S.A.

ES

FLUARIX suspenzija za
injekciju u napunjenoj
Strcaljki Cjepivo protiv

DE/H/0124/001

HR-H-996462312

GLAXOSMITHKLINE D.O.O.

HR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

influence (fragmentirani
virioni), inaktivirano

Fluarix suspenzija za
injiciranje v napolnjeni
injekcijski brizgi. cepivo
proti gripi z delci
virionov, inaktivirano

DE/H/0124/001

H/04/00626/009

GLAXOSMITHKLINE D.O.O.

Sl

Fluarix suspenzija za
injiciranje v napolnjeni
injekcijski brizgi cepivo
proti gripi z delci
virionov, inaktivirano

DE/H/0124/001

H/04/00626/003

GLAXOSMITHKLINE D.O.O.

Sl

Fluarix suspenzija za
injiciranje v napolnjeni
injekcijski brizgi cepivo
proti gripi z delci
virionov, inaktivirano

DE/H/0124/001

H/04/00626/004

GLAXOSMITHKLINE D.O.O.

Sl

Fluarix suspenzija za
injiciranje v napolnjeni
injekcijski brizgi cepivo
proti gripi z delci
virionov, inaktivirano

DE/H/0124/001

H/04/00626/005

GLAXOSMITHKLINE D.O.O.

Sl

Fluarix suspenzija za
injiciranje v napolnjeni
injekcijski brizgi cepivo
proti gripi z delci
virionov, inaktivirano

DE/H/0124/001

H/04/00626/006

GLAXOSMITHKLINE D.O.O.

Sl
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Fluarix suspenzija za
injiciranje v napolnjeni
injekcijski brizgi cepivo
proti gripi z delci
virionov, inaktivirano

DE/H/0124/001

H/04/00626/007

GLAXOSMITHKLINE D.O.O.

S

Fluarix suspenzija za
injiciranje v napolnjeni
injekcijski brizgi cepivo
proti gripi z delci
virionov, inaktivirano

DE/H/0124/001

H/04/00626/001

GLAXOSMITHKLINE D.O.O.

Sl

Fluarix suspenzija za
injiciranje v napolnjeni
injekcijski brizgi cepivo
proti gripi z delci
virionov, inaktivirano

DE/H/0124/001

H/04/00626/010

GLAXOSMITHKLINE D.O.O.

Sl

Fluarix suspenzija za
injiciranje v napolnjeni
injekcijski brizgi cepivo
proti gripi z delci
virionov, inaktivirano

DE/H/0124/001

H/04/00626/008

GLAXOSMITHKLINE D.O.O.

Sl

Fluarix suspenzija za
injiciranje v napolnjeni
injekcijski brizgi cepivo
proti gripi z delci
virionov, inaktivirano

DE/H/0124/001

H/04/00626/002

GLAXOSMITHKLINE D.O.O.

Sl

Fluarix szuszpenzios
injekcio eloretoltott
fecskendoben Influenza
vakcina (split-virus,

DE/H/0124/001

OGYI-T-8421/01

GLAXOSMITHKLINE KFT.

HU

List of nationally authorised medicinal products

EMA/715509/2017

Page 17/61




Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

inaktivalt)

Fluarix szuszpenziés
injekcio el6retoltott
fecskend6ben Influenza
vakcina (split-virus,
inaktivalt)

DE/H/0124/001

OGYI-T-8421/02

GLAXOSMITHKLINE KFT.

HU

Fluarix Tetra injekcna
suspenzia naplnena v
injekcnej striekacke
Ockovacia latka proti
chripke (Stiepeny virion,
inaktivovana)

DE/H/1939/001

59/0114/14-S

GLAXOSMITHKLINE
BIOLOGICALS S.A.

SK

Fluarix Tetra
Injektionssuspension in
einer Fertigspritze
Influenza-Spaltimpfstoff
(inaktiviert)

DE/H/1939/001/DC

235552

GLAXOSMITHKLINE PHARMA
GMBH.

AT

Fluarix Tetra sospensione
iniettabile in siringa
preriempita Vaccino
influenzale (virus split
(frammentato),
inattivato)

DE/H/1939/001

043132012

GLAXOSMITHKLINE
BIOLOGICALS S.A.

Fluarix Tetra sospensione
iniettabile in siringa
preriempita Vaccino
influenzale (virus split

DE/H/1939/001

043132024

GLAXOSMITHKLINE
BIOLOGICALS S.A.
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

(frammentato),
inattivato)

Fluarix Tetra sospensione
iniettabile in siringa
preriempita Vaccino
influenzale (virus split
(frammentato),
inattivato)

DE/H/1939/001

043132036

GLAXOSMITHKLINE
BIOLOGICALS S.A.

Fluarix Tetra sospensione
iniettabile in siringa
preriempita Vaccino
influenzale (virus split
(frammentato),
inattivato)

DE/H/1939/001

043132048

GLAXOSMITHKLINE
BIOLOGICALS S.A.

Fluarix Tetra sospensione
iniettabile in siringa
preriempita Vaccino
influenzale (virus split
(frammentato),
inattivato)

DE/H/1939/001

043132051

GLAXOSMITHKLINE
BIOLOGICALS S.A.

Fluarix Tetra sospensione
iniettabile in siringa
preriempita Vaccino
influenzale (virus split
(frammentato),
inattivato)

DE/H/1939/001

043132063

GLAXOSMITHKLINE
BIOLOGICALS S.A.

List of nationally authorised medicinal products

EMA/715509/2017

Page 19/61




Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Fluarix Tetra sospensione | DE/H/1939/001 043132075 GLAXOSMITHKLINE IT

iniettabile in siringa BIOLOGICALS S.A.

preriempita Vaccino
influenzale (virus split

(frammentato),

inattivato)

Fluarix Tetra suspension DE/H/1939/001 78.568 GLAXOSMITHKLINE ES
inyectable en jeringa BIOLOGICALS S.A.

precargada Vacuna
antigripal (de virus
fraccionados e
inactivados)

Fluarix Tetra, injekcni DE/H/1939/001 59/145/14-C GLAXOSMITHKLINE cz
suspenze v predplnené BIOLOGICALS S.A.
injekcni strikacce Vakcina
proti chripce (Stepeny
virion, inaktivovany)

Fluarix Tetra, evéoigo DE/H/1939/001 38342/1-9-2015 GLAXOSMITHKLINE AEBE GR
evaiwpnua os
npoyeuiouevn alplyya
AvTiypinikd euoOAIo
(THRMa 10U,
adpavonoinuévo)

Fluarix, injeksjonsveeske, | DE/H/0124/001 02-1030 GLAXOSMITHKLINE AS NO
suspensjon, i ferdigfylt
sprgyte. Vaksine mot
influensa (inaktivert,
splittvirus).
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Fluarix, injektionsveeske,
suspension, fyldt
injektionssprgjte

DE/H/0124/001

15746

GLAXOSMITHKLINE PHARMA
A/S

DK

Fluarix, injektionsvatska,
suspension i forfylld
spruta Influensavaccin
(spjalkat virus,
inaktiverat)

DE/H/124/01

14056

GLAXOSMITHKLINE AB

SE

Fluarix, injektionsvatska,
suspension i forfylld
spruta Vaccin mot
influensa (spjalkat virus,
inaktiverat)

DE/H/0124/001

13153

GLAXOSMITHKLINE
BIOLOGICALS S.A.

FI

FLUARIX, sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale (virus
frammentati, inattivati).

DE/H/124/01

29245230

GLAXOSMITHKLINE S.P.A.

FLUARIX, sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale (virus
frammentati, inattivati).

DE/H/124/01

029245267

GLAXOSMITHKLINE S.P.A.

Fluarix, stungulyf, dreifa i
afylltum sprautum
Infliensubdluefni
(veiruhlutar, deyddir)

DE/H/0124/001

930249 (IS)

GLAXOSMITHKLINE PHARMA
A/S
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Fluarix, suspenséo DE/H/0124/001 2454684 SMITH KLINE & FRENCH PT
injectavel em seringa PORTUGUESA-PRODUTOS
pré-cheia Vacina contra a FARMACEUTICOS LDA
gripe (virido
fragmentado, inactivado)
Fluarix, suspenséo DE/H/0124/001 2704880 SMITH KLINE & FRENCH PT
injectavel em seringa PORTUGUESA-PRODUTOS
pré-cheia Vacina contra a FARMACEUTICOS LDA
gripe (virido
fragmentado, inactivado)
Fluarix, suspenséo DE/H/0124/001 5304670 SMITH KLINE & FRENCH PT
injectavel em seringa PORTUGUESA-PRODUTOS
pré-cheia Vacina contra a FARMACEUTICOS LDA
gripe (virido
fragmentado, inactivado)
Fluarix, suspenséo DE/H/0124/001 2943587 SMITH KLINE & FRENCH PT
injetavel em seringa pré- PORTUGUESA-PRODUTOS
cheia Vacina contra a FARMACEUTICOS LDA
gripe (virido
fragmentado, inativado)
Fluarix, stistesuspensioon | DE/H/0124/001 160597 GLAXOSMITHKLINE EE
sUstlis. Gripivaktsiin BIOLOGICALS S.A.
(inaktiveeritud
purustatud viirus)
Fluarix, zawiesina do DE/H/0124/001 12831 GLAXOSMITHKLINE PL

wstrzykiwan w amputko-
strzykawce Szczepionka
przeciw grypie
(rozszczepiony wirion,

BIOLOGICALS S.A.
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

inaktywowana)

FLUARIX, evéaiyo
€valwpnua os
NPOYEWIOWEVN cUpIyyda
EpBOAIO ypinng (TUApa
10U, adpavonoinuévo)

DE/H/124/01

20302

GLAXOSMITHKLINE
(CYPRUS) LIMITED

CY

Fluarix, evéoigo
evaiwpnua os
npoyeuioueEvn alplyya
EpBOAIO ypinng (TUAMa
10U, adpavonoinuévo)

DE/H/0124/001

38341/1-9-2015

GLAXOSMITHKLINE AEBE

GR

Fluarix®
Injektionssuspension in
einer Fertigspritze
Influenza-Spaltimpfstoff
(inaktiviert)

DE/H/0124/001

2-00382

GLAXOSMITHKLINE PHARMA
GMBH.

AT

Fluarix® suspension for
injection in a pre-filled
syringe Influenza vaccine
(split virion, inactivated)

DE/H/0124/001

PL 10592/0118

SMITHKLINE BEECHAM LTD

UK

Fluarix®
Tetraqgsuspension for
injection in pre-filled
syringe Influenza vaccine
(split virion, inactivated)

DE/H/1939/001/DC

PL 10592/0302

SMITHKLINE BEECHAM LTD

UK
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

FLUARIXTETRA™
suspension injectable en
seringue préremplie
Vaccin grippal inactivé a
virion fragmenté

DE/H/1939/001

NL42097

LABORATOIRE
GLAXOSMITHKLINE

FR

IMMUGRIP, suspension
injectable en seringue
préremplie

not available

333 855-0

PIERRE FABRE MEDICAMENT

FR

INACTIVATED INFLUENZA
VACCINE (SPLIT VIRION)
BP, suspension for
injection in prefilled
syringe. Influenza
vaccine (split virion,
inactivated)

FR/H/0121/001

PA 2131/012/001

SANOFI PASTEUR EUROPE

INACTIVATED INFLUENZA
VACCINE (SPLIT VIRION)
BP, suspension for
injection in prefilled
syringe. Influenza
vaccine (split virion,
inactivated)

FR/H/0121/001

PL 46602/0002

SANOFI PASTEUR EUROPE

UK

Influsplit SSW®
2014/2015
Injektionssuspension in
einer Fertigspritze
Influenza-Spaltimpfstoff
(inaktiviert)

DE/H/124/01

PEI.H.11676.01.1

GLAXOSMITHKLINE
BIOLOGICALS S.A.

DE
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Influsplit SSW® DE/H/124/01 PEI.H.00084.01.1 GLAXOSMITHKLINE GMBH & DE

2014/2015 CO. KG

Injektionssuspension in
einer Fertigspritze
Influenza-Spaltimpfstoff
(inaktiviert)

Influsplit SSW® DE/H/124/01 PEI.H.00084.01.1 GLAXOSMITHKLINE GMBH & DE
2014/2015]Injektionssus CO. KG
pension in einer
Fertigspritze|Influenza-
Spaltimpfstoff
(inaktiviert)

Influsplit Tetra® DE/H/1939/001 PEI.H.11629.01.1 GLAXOSMITHKLINE GMBH & DE
2014/2015 CO. KG
Injektionssuspension in
Fertigspritze Influenza-
Spaltimpfstoff
(inaktiviert)

ISTIVAC, suspensao FR/H/0122/001 8650309 SANOFI PASTEUR EUROPE PT
injetavel em seringa pré-
cheia Vacina contra a
gripe (virido
fragmentado, inativado)

ISTIVAC, suspensao FR/H/0122/001 2638286 SANOFI PASTEUR EUROPE PT
injetavel em seringa pré-
cheia Vacina contra a
gripe (virido
fragmentado, inativado)
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ISTIVAC, suspenséo
injetavel em seringa pré-
cheia Vacina contra a
gripe (virido
fragmentado, inativado)

FR/H/0122/001

2638385

SANOFI PASTEUR EUROPE

PT

ISTIVAC, suspenséo
injetavel em seringa pré-
cheia Vacina contra a
gripe (virido
fragmentado, inativado)

FR/H/0122/001

4317186

SANOFI PASTEUR EUROPE

PT

ISTIVAC, suspenséo
injetavel em seringa pré-
cheia Vacina contra a
gripe (virido
fragmentado, inativado)

FR/H/0122/001

4316980

SANOFI PASTEUR EUROPE

PT

ISTIVAC, suspenséo
injetavel em seringa pré-
cheia Vacina contra a
gripe (virido
fragmentado, inativado)

FR/H/0122/001

4317285

SANOFI PASTEUR EUROPE

PT

ISTIVAC, suspenséo
injetavel em seringa pré-
cheia Vacina contra a
gripe (virido
fragmentado, inativado)

FR/H/0122/001

4317087

SANOFI PASTEUR EUROPE

PT

ISTIVAC, suspenséo
injetavel em seringa pré-
cheia Vacina contra a
gripe (virido

FR/H/0122/001

2638484

SANOFI PASTEUR EUROPE

PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

fragmentado, inativado)

MUTAGRIP, suspension
injectable en seringue
préremplie Vaccin grippal
inactivé a virion
fragmenté

FR/H/0122/001

352 298-6

SANOFI PASTEUR EUROPE

FR

MUTAGRIP, suspension
injectable en seringue
préremplie Vaccin grippal
inactivé a virion
fragmenté

FR/H/0122/001

320 153-2

SANOFI PASTEUR EUROPE

FR

MUTAGRIP, suspension
injectable en seringue
préremplie Vaccin grippal
inactivé a virion
fragmenté

FR/H/0122/001

352 299-2

SANOFI PASTEUR EUROPE

FR

MUTAGRIP, suspension
injectable en seringue
préremplie Vaccin grippal
inactivé a virion
fragmenté

FR/H/0122/001

352 300-0

SANOFI PASTEUR EUROPE

FR

MUTAGRIP, suspension
injectable en seringue
préremplie Vaccin grippal
inactivé a virion
fragmenté

FR/H/0122/001

352 301-7

SANOFI PASTEUR EUROPE

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

MUTAGRIP, suspension
injectable en seringue
préremplie Vaccin grippal
inactivé a virion
fragmenté

FR/H/0122/001

352 302-3

SANOFI PASTEUR EUROPE

FR

MUTAGRIP, suspension
injectable en seringue
préremplie Vaccin grippal
inactivé a virion
fragmenté

FR/H/0122/001

352 304-6

SANOFI PASTEUR EUROPE

FR

MUTAGRIP, suspension
injectable en seringue
préremplie Vaccin grippal
inactivé a virion
fragmenté

FR/H/0122/001

320 152-6

SANOFI PASTEUR EUROPE

FR

MUTAGRIP, suspension
inyectable en jeringa
precargada. Vacuna
antigripal (virus
fraccionados, inactivados)

FR/H/0122/001

51.577

SANOFI PASTEUR EUROPE

ES

Quadrivalent Influenza
Vaccine (split virion,
inactivated), suspension
for injection in pre-filled
syringe Quadrivalent
influenza vaccine (split
virion, inactivated)

DE/H/1949/001

PA 2131/013/001

SANOFI PASTEUR EUROPE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Quadrivalent Influenza
Vaccine (split virion,
inactivated), suspension
for injection in pre-filled
syringe Quadrivalent
influenza vaccine (split
virion, inactivated)

DE/H/1949/001

PL 46602/0017

SANOFI PASTEUR EUROPE

UK

VAXIGRIP
Injektionssuspension in
einer Fertigspritze
Influenza-Spaltimpfstoff
(inaktiviert)

FR/H/0121/001

PEI.H.00189.01.1

SANOFI PASTEUR EUROPE

DE

VAXIGRIP ENFANTS,
suspension injectable en
seringue
préremplie|Vaccin grippal
(inactivé, a virion
fragmenté)

FR/H/0139/001

NL 22 390

SANOFI PASTEUR SA

FR

VAXIGRIP injekciné
suspensija uzpildytame
Svirkste Vakcina nuo
gripo (is viriony
fragmenty, inaktyvuota)

FR/H/0121/001

LT/1/07/0789/002

SANOFI PASTEUR SA

LT

VAXIGRIP injekciné
suspensija uzpildytame
SvirkSte Vakcina nuo
gripo (is viriony
fragmenty, inaktyvuota)

FR/H/0121/001

LT/1/07/0789/003

SANOFI PASTEUR SA

LT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

VAXIGRIP injekciné
suspensija uzpildytame
SvirkSte Vakcina nuo
gripo (i$ viriony
fragmenty, inaktyvuota)

FR/H/0121/001

LT/1/07/0789/004

SANOFI PASTEUR SA

LT

VAXIGRIP injekciné
suspensija uzpildytame
Svirkste Vakcina nuo
gripo (i$ viriony
fragmenty, inaktyvuota)

FR/H/0121/001

LT/1/07/0789/005

SANOFI PASTEUR SA

LT

VAXIGRIP injekciné
suspensija uzpildytame
Svirkste Vakcina nuo
gripo (i$ viriony
fragmenty, inaktyvuota)

FR/H/0121/001

LT/1/07/0789/006

SANOFI PASTEUR SA

LT

VAXIGRIP injekciné
suspensija uzpildytame
Svirkste Vakcina nuo
gripo (is viriony
fragmenty, inaktyvuota)

FR/H/0121/001

LT/1/07/0789/007

SANOFI PASTEUR SA

LT

VAXIGRIP injekciné
suspensija uzpildytame
SvirkSte Vakcina nuo
gripo (is viriony
fragmenty, inaktyvuota)

FR/H/0121/001

LT/1/07/0789/008

SANOFI PASTEUR SA

LT

VAXIGRIP injekcine
suspensija uzpildytame
Svirkste, Vakcina nuo
gripo (i$ virionu

FR/H/121/01

N1_LT/1/07/0789/001

SANOFI PASTEUR SA

LT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

fragmentu, inaktyvuota)

VAXIGRIP Injekcna
suspenzia naplnenej v
injekcnej striekacke
Ockovacia latka proti
chripke (Stiepeny virion,
inaktivovand)

FR/H/0121/001

59/0228/07-S

SANOFI PASTEUR SA

SK

VAXIGRIP
Injektionssuspension in
einer Fertigspritze
Influenza Impfstoff
(Spaltimpfstoff,
inaktiviert)

FR/H/0121/001

2-00215

SANOFI PASTEUR EUROPE

AT

VAXIGRIP
Injektionssuspension in
einer Fertigspritze
Influenza-Spaltimpfstoff
(inaktiviert)

FR/H/0121/001

BE108184

SANOFI PASTEUR EUROPE

BE

VAXIGRIP
Injektionssuspension in
einer Fertigspritze
Influenza-Spaltimpfstoff
(inaktiviert)

FR/H/0121/001

2009010131

SANOFI PASTEUR EUROPE

LU

VAXIGRIP suspensija
injekcijam pilnSlirce,
Gripas vakcina (Skelts
virions, inaktiveta),

FR/H/121/01

07-0162

SANOFI PASTEUR SA

LV
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Vaccinum influenzae
inactivatum ex virorum
fragmentis praeparatum

VAXIGRIP suspenzija za
injiciranje v napolnjeni
injekcijski brizgi

cepivo proti gripi z delci
virionov, inaktivirano
Sevi 2017/2018

not available

H/97/01621/001

SANOFI PASTEUR SA

Sl

Vaxigrip szuszpenziés
injekcio eloretoltott
fecskendoben Influenza
vakcina (hasitott virus,
inaktivalt)

FR/H/0121/001

OGYI-T-8606/12

SANOFI PASTEUR SA

HU

Vaxigrip szuszpenziés
injekcid el6retoltott
fecskendében Influenza
vakcina (hasitott virus,
inaktivalt)

FR/H/0121/001

OGYI-T-8606/02

SANOFI PASTEUR SA

HU

Vaxigrip szuszpenzios
injekcid el6retoltott
fecskenddben Influenza
vakcina (hasitott virus,
inaktivalt)

FR/H/0121/001

OGYI-T-8606/03

SANOFI PASTEUR SA

HU

Vaxigrip szuszpenzios
injekcio el6retoltott
fecskenddében Influenza
vakcina (hasitott virus,
inaktivalt)

FR/H/0121/001

OGYI-T-8606/04

SANOFI PASTEUR SA

HU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Vaxigrip szuszpenzios
injekcid el6retoltott
fecskendében Influenza
vakcina (hasitott virus,
inaktivalt)

FR/H/0121/001

OGYI-T-8606/05

SANOFI PASTEUR SA

HU

Vaxigrip szuszpenzios
injekcid el6retoltott
fecskendében Influenza
vakcina (hasitott virus,
inaktivalt)

FR/H/0121/001

OGYI-T-8606/06

SANOFI PASTEUR SA

HU

Vaxigrip szuszpenzios
injekcio el6retoltott
fecskenddben Influenza
vakcina (hasitott virus,
inaktivalt)

FR/H/0121/001

OGYI-T-8606/07

SANOFI PASTEUR SA

HU

Vaxigrip szuszpenziés
injekcio el6retoltott
fecskendében Influenza
vakcina (hasitott virus,
inaktivalt)

FR/H/0121/001

OGYI-T-8606/08

SANOFI PASTEUR SA

HU

Vaxigrip szuszpenziés
injekcid el6retoltott
fecskendében Influenza
vakcina (hasitott virus,
inaktivalt)

FR/H/0121/001

OGYI-T-8606/09

SANOFI PASTEUR SA

HU

Vaxigrip szuszpenzios
injekcid el6retoltott
fecskendében Influenza
vakcina (hasitott virus,

FR/H/0121/001

OGYI-T-8606/10

SANOFI PASTEUR SA

HU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

inaktivalt)

Vaxigrip szuszpenziés
injekcio el6retoltott
fecskend6ben Influenza
vakcina (hasitott virus,
inaktivalt)

FR/H/0121/001

OGYI-T-8606/11

SANOFI PASTEUR SA

HU

Vaxigrip szuszpenziés
injekcid el6retoltott
fecskendében Influenza
vakcina (hasitott virus,
inaktivalt)

FR/H/0121/001

OGYI-T-8606/13

SANOFI PASTEUR SA

HU

Vaxigrip szuszpenzios
injekcid el6retoltott
fecskendében Influenza
vakcina (hasitott virus,
inaktivalt)

FR/H/0121/001

OGYI-T-8606/14

SANOFI PASTEUR SA

HU

Vaxigrip szuszpenzios
injekcid el6retoltott
fecskenddében Influenza
vakcina (hasitott virus,
inaktivalt)

FR/H/0121/001

OGYI-T-8606/15

SANOFI PASTEUR SA

HU

Vaxigrip szuszpenzios
injekcio el6retoltott
fecskenddében Influenza
vakcina (hasitott virus,
inaktivalt)

FR/H/0121/001

OGYI-T-8606/16

SANOFI PASTEUR SA

HU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Vaxigrip szuszpenzios
injekcid el6retoltott
fecskendében Influenza
vakcina (hasitott virus,
inaktivalt)

FR/H/0121/001

OGYI-T-8606/17

SANOFI PASTEUR SA

HU

Vaxigrip szuszpenzios
injekcid el6retoltott
fecskendében Influenza
vakcina (hasitott virus,
inaktivalt)

FR/H/0121/001

OGYI-T-8606/18

SANOFI PASTEUR SA

HU

Vaxigrip szuszpenzios
injekcio el6retoltott
fecskenddben Influenza
vakcina (hasitott virus,
inaktivalt)

FR/H/0121/001

OGYI-T-8606/19

SANOFI PASTEUR SA

HU

Vaxigrip szuszpenziés
injekcio el6retoltott
fecskendében Influenza
vakcina (hasitott virus,
inaktivalt)

FR/H/0121/001

OGYI-T-8606/20

SANOFI PASTEUR SA

HU

Vaxigrip szuszpenziés
injekcid el6retoltott
fecskendében Influenza
vakcina (hasitott virus,
inaktivalt)

FR/H/0121/001

OGYI-T-8606/21

SANOFI PASTEUR SA

HU

Vaxigrip szuszpenzios
injekcid el6retoltott
fecskendében Influenza
vakcina (hasitott virus,

FR/H/0121/001

OGYI-T-8606/22

SANOFI PASTEUR SA

HU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

inaktivalt)

Vaxigrip szuszpenziés
injekcio el6retoltott
fecskendében Influenza
vakcina (hasitott virus,
inaktivalt)

FR/H/0121/001

OGYI-T-8606/23

SANOFI PASTEUR SA

HU

Vaxigrip szuszpenziés
injekcid el6retoltott
fecskendében Influenza
vakcina (hasitott virus,
inaktivalt)

FR/H/0121/001

OGYI-T-8606/24

SANOFI PASTEUR SA

HU

Vaxigrip szuszpenzios
injekcio eloretoltott
fecskendoben, Influenza
vakcina (split virion,
inaktivalt)

FR/H/121/01

OGYI-T-8606/01

SANOFI PASTEUR SA

HU

Vaxigrip Tetra
Injektionssuspension in
einer Fertigspritze
Tetravalenter Influenza-
Spaltimpfstoff
(inaktiviert)

DE/H/1949/001

PEI.H.11808.01.1

SANOFI PASTEUR EUROPE

DE

Vaxigrip Tetra
szuszpenzios injekcio
el6retoltott fecskendbGben
kvadrivalens influenza
vakcina (hasitott virus,

DE/H/1949/001

OGYI-T-23068/01

SANOFI PASTEUR SA

HU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

inaktivalt)

Vaxigrip Tetra
szuszpenziods injekcid
el6retoltott fecskendb8ben
kvadrivalens influenza
vakcina (hasitott virus,
inaktivalt)

DE/H/1949/001

OGYI-T-23068/02

SANOFI PASTEUR SA

HU

Vaxigrip Tetra
szuszpenziods injekcid
el6retoltott fecskendb8ben
kvadrivalens influenza
vakcina (hasitott virus,
inaktivalt)

DE/H/1949/001

OGYI-T-23068/03

SANOFI PASTEUR SA

HU

Vaxigrip Tetra
szuszpenziods injekcid
el6retoltott fecskendb8ben
kvadrivalens influenza
vakcina (hasitott virus,
inaktivalt)

DE/H/1949/001

OGYI-T-23068/04

SANOFI PASTEUR SA

HU

Vaxigrip Tetra
szuszpenzios injekcio
el6retoltott fecskendbben
kvadrivalens influenza
vakcina (hasitott virus,
inaktivalt)

DE/H/1949/001

OGYI-T-23068/05

SANOFI PASTEUR SA

HU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Vaxigrip Tetra
szuszpenzios injekcio
el6retoltott fecskendGben
kvadrivalens influenza
vakcina (hasitott virus,
inaktivalt)

DE/H/1949/001

OGYI-T-23068/06

SANOFI PASTEUR SA

HU

Vaxigrip Tetra
szuszpenzios injekcio
el6retoltott fecskendGben
kvadrivalens influenza
vakcina (hasitott virus,
inaktivalt)

DE/H/1949/001

OGYI-T-23068/07

SANOFI PASTEUR SA

HU

Vaxigrip Tetra
szuszpenziods injekcid
el6retoltott fecskendbGben
kvadrivalens influenza
vakcina (hasitott virus,
inaktivalt)

DE/H/1949/001

OGYI-T-23068/08

SANOFI PASTEUR SA

HU

Vaxigrip Tetra
szuszpenziods injekcid
el6retoltott fecskendb8ben
kvadrivalens influenza
vakcina (hasitott virus,
inaktivalt)

DE/H/1949/001

OGYI-T-23068/09

SANOFI PASTEUR SA

HU

Vaxigrip Tetra
szuszpenziods injekcid
el6retoltott fecskendb8ben
kvadrivalens influenza
vakcina (hasitott virus,

DE/H/1949/001

OGYI-T-23068/10

SANOFI PASTEUR SA

HU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

inaktivalt)

Vaxigrip Tetra
szuszpenziods injekcid
el6retoltott fecskendb8ben
kvadrivalens influenza
vakcina (hasitott virus,
inaktivalt)

DE/H/1949/001

OGYI-T-23068/11

SANOFI PASTEUR SA

HU

Vaxigrip Tetra
szuszpenziods injekcid
el6retoltott fecskendb8ben
kvadrivalens influenza
vakcina (hasitott virus,
inaktivalt)

DE/H/1949/001

OGYI-T-23068/12

SANOFI PASTEUR SA

HU

Vaxigrip Tetra, injekcna
suspenzia naplnena v
injekcnej, striekacke
tetravalentna ockovacia,
latka, proti, chripke
(stiepeny virion
inaktivovana)

DE/H/1949/001

59/0415/16-S

SANOFI PASTEUR SA

SK

Vaxigrip Tetra, injekcni
suspenze v predplnené
injekeni strikacce,
Tetravalentni vakcina
proti chripce (Stepeny
virion, inaktivovany)

DE/H/1949/001

59/370/16-C

SANOFI PASTEUR SA

Ccz
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Vaxigrip Tetra,
Injektionssuspension in
einer Fertigspritze
Quadrivalenter Influenza-
Impfstoff (inaktiviert,
gespalten)

DE/H/1949/001

BE501511

SANOFI PASTEUR EUROPE

BE

Vaxigrip Tetra,
Injektionssuspension in
einer Fertigspritze
Quadrivalenter Influenza-
Impfstoff (inaktiviert,
gespalten)

DE/H/1949/001

2017040149

SANOFI PASTEUR EUROPE

LU

Vaxigrip Tetra,
sospensione iniettabile in
siringa preriempita,
Vaccino influenzale
quadrivalente preparato
con virus frammentati
“split”, inattivati

DE/H/1949/001

044898017

SANOFI PASTEUR EUROPE

Vaxigrip Tetra,
sospensione iniettabile in
siringa preriempita,
Vaccino influenzale
quadrivalente preparato
con virus frammentati
“split”, inattivati

DE/H/1949/001

044898029

SANOFI PASTEUR EUROPE

Vaxigrip Tetra,
sospensione iniettabile in
siringa preriempita,

DE/H/1949/001

044898031

SANOFI PASTEUR EUROPE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Vaccino influenzale
quadrivalente preparato
con virus frammentati
“split”, inattivati

Vaxigrip Tetra,
sospensione iniettabile in
siringa preriempita,
Vaccino influenzale
quadrivalente preparato
con virus frammentati
“split”, inattivati

DE/H/1949/001

044898043

SANOFI PASTEUR EUROPE

Vaxigrip Tetra,
sospensione iniettabile in
siringa preriempita,
Vaccino influenzale
quadrivalente preparato
con virus frammentati
“split”, inattivati

DE/H/1949/001

044898056

SANOFI PASTEUR EUROPE

Vaxigrip Tetra,
sospensione iniettabile in
siringa preriempita,
Vaccino influenzale
quadrivalente preparato
con virus frammentati
“split”, inattivati

DE/H/1949/001

044898068

SANOFI PASTEUR EUROPE

Vaxigrip Tetra, suspensao
injetavel em seringa pre-
cheia, Vacina
quadrivalente contra a

DE/H/1949/001

5686852

SANOFI PASTEUR EUROPE

PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

gripe (viriao
fragmentado, inativado)

Vaxigrip Tetra, suspensao
injetavel em seringa pre-
cheia, Vacina
quadrivalente contra a
gripe (viriao
fragmentado, inativado)

DE/H/1949/001

5686928

SANOFI PASTEUR EUROPE

PT

Vaxigrip Tetra, suspensao
injetavel em seringa pre-
cheia, Vacina
quadrivalente contra a
gripe (viriao
fragmentado, inativado)

DE/H/1949/001

5686878

SANOFI PASTEUR EUROPE

PT

Vaxigrip Tetra, suspensao
injetavel em seringa pre-
cheia, Vacina
quadrivalente contra a
gripe (viriao
fragmentado, inativado)

DE/H/1949/001

5686860

SANOFI PASTEUR EUROPE

PT

Vaxigrip Tetra, suspensao
injetavel em seringa pre-
cheia, Vacina
quadrivalente contra a
gripe (viriao
fragmentado, inativado)

DE/H/1949/001

5686910

SANOFI PASTEUR EUROPE

PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Vaxigrip Tetra, suspensao
injetavel em seringa pre-
cheia, Vacina
quadrivalente contra a
gripe (viriao
fragmentado, inativado)

DE/H/1949/001

5686902

SANOFI PASTEUR EUROPE

PT

Vaxigrip Tetra, suspensie
voor injectie in een
voorgevulde spuit
Quadrivalent griepvaccin
(gesplitst virion,
geinactiveerd)

DE/H/1949/001

BE501511

SANOFI PASTEUR EUROPE

BE

Vaxigrip Tetra,
suspension injectable en
seringue préremplie
Vaccin grippal
quadrivalent (virion
fragmenté, inactivé)

DE/H/1949/001

BE501511

SANOFI PASTEUR EUROPE

BE

Vaxigrip Tetra,
suspension injectable en
seringue préremplie
Vaccin grippal
quadrivalent (virion
fragmenté, inactivé)

DE/H/1949/001

2017040149

SANOFI PASTEUR EUROPE

LU

Vaxigrip Tetra,
suspension inyectable en
jeringa precargada
Vacuna antigripal
tetravalente (virus

DE/H/1949/001

81.098

SANOFI PASTEUR EUROPE

ES
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

fraccionados, inactivados)

VAXIGRIP, injekcni
suspenze v predplnené
injekeni strikacce,
Vakcina proti chripce
(inaktivovana, Stepeny
virion)

FR/H/121/01

59/1035/94-C

SANOFI PASTEUR SA

Ccz

VAXIGRIP,
injeksjonsveeske,
suspensjon i ferdigfylt
sprgyte. Vaksine mot
influensa (inaktivert,
splittvirus).

FR/H/0121/001

07-4931

SANOFI PASTEUR EUROPE

NO

Vaxigrip, injektioneste,
suspensio, esitdytetyssa
ruiskussa.
Influenssarokote
(virusfragmentit,
inaktivoitu)

FR/H/0121/001

13130

SANOFI PASTEUR EUROPE

FI

Vaxigrip,

injektionsveeske,
suspension, fyldt
injektionssprgjte

FR/H/0121/001

11708

SANOFI PASTEUR EUROPE

DK

Vaxigrip,
injektionsvatska,
suspension i forfylld
spruta. Influensavaccin

FR/H/0121/001

13130

SANOFI PASTEUR EUROPE

FI
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

(spjélkat virus,
inaktiverat)

VAXIGRIP,
injektionsvatska,
suspension i forfylld
spruta. Influensavaccin
(spjélkat virus,
inaktiverat )

FR/H/0121/001

14029

SANOFI PASTEUR EUROPE

SE

VAXIGRIP, sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale preparato con
virus frammentati “split”,
inattivati

FR/H/0121/001

026032209

SANOFI PASTEUR EUROPE

VAXIGRIP, sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale preparato con
virus frammentati “split”,
inattivati

FR/H/0121/001

026032375

SANOFI PASTEUR EUROPE

VAXIGRIP, sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale preparato con
virus frammentati “split”,
inattivati

FR/H/0121/001

026032274

SANOFI PASTEUR EUROPE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

VAXIGRIP, sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale preparato con
virus frammentati “split”,
inattivati

FR/H/0121/001

026032387

SANOFI PASTEUR EUROPE

IT

VAXIGRIP, sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale preparato con
virus frammentati “split”,
inattivati

FR/H/0121/001

026032286

SANOFI PASTEUR EUROPE

VAXIGRIP, sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale preparato con
virus frammentati “split”,
inattivati

FR/H/0121/001

026032399

SANOFI PASTEUR EUROPE

VAXIGRIP, sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale preparato con
virus frammentati “split”,
inattivati

FR/H/0121/001

026032298

SANOFI PASTEUR EUROPE

VAXIGRIP, sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale preparato con
virus frammentati “split”,

FR/H/0121/001

026032401

SANOFI PASTEUR EUROPE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

inattivati

VAXIGRIP, sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale preparato con
virus frammentati “split”,
inattivati

FR/H/0121/001

026032300

SANOFI PASTEUR EUROPE

VAXIGRIP, sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale preparato con
virus frammentati “split”,
inattivati

FR/H/0121/001

026032312

SANOFI PASTEUR EUROPE

VAXIGRIP, sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale preparato con
virus frammentati “split”,
inattivati

FR/H/0121/001

026032324

SANOFI PASTEUR EUROPE

VAXIGRIP, sospensione
iniettabile in siringa
preriempita. Vaccino
influenzale preparato con
virus frammentati “split”,
inattivati

FR/H/0121/001

026032336

SANOFI PASTEUR EUROPE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

VAXIGRIP, stungulyf,
dreifa i afylltri sprautu.
Infliensubdluefni (klofin
veirudgn, deydd).

FR/H/0121/001

1S/1/07/042/01

SANOFI PASTEUR EUROPE

IS

VAXIGRIP, suspenséao
injetavel em seringa pré-
cheia Vacina contra a
gripe (virido
fragmentado, inativado)

FR/H/0121/001

2637882

SANOFI PASTEUR EUROPE

PT

VAXIGRIP, suspenséao
injetavel em seringa pré-
cheia Vacina contra a
gripe (virido
fragmentado, inativado)

FR/H/0121/001

2637981

SANOFI PASTEUR EUROPE

PT

VAXIGRIP, suspenséao
injetavel em seringa pré-
cheia Vacina contra a
gripe (virido
fragmentado, inativado)

FR/H/0121/001

2638088

SANOFI PASTEUR EUROPE

PT

VAXIGRIP, suspenséo
injetavel em seringa pré-
cheia Vacina contra a
gripe (virido
fragmentado, inativado)

FR/H/0121/001

4317780

SANOFI PASTEUR EUROPE

PT

VAXIGRIP, suspensdo
injetavel em seringa pré-
cheia Vacina contra a
gripe (virido
fragmentado, inativado)

FR/H/0121/001

4317681

SANOFI PASTEUR EUROPE

PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

VAXIGRIP, suspenséo
injetavel em seringa pré-
cheia Vacina contra a
gripe (virido
fragmentado, inativado)

FR/H/0121/001

2638187

SANOFI PASTEUR EUROPE

PT

VAXIGRIP, suspenséo
injetavel em seringa pré-
cheia Vacina contra a
gripe (virido
fragmentado, inativado)

FR/H/0121/001

4317988

SANOFI PASTEUR EUROPE

PT

VAXIGRIP, suspensdo
injetavel em seringa pré-
cheia Vacina contra a
gripe (virido
fragmentado, inativado)

FR/H/0121/001

4317889

SANOFI PASTEUR EUROPE

PT

VAXIGRIP, suspensie
voor injectie in een
voorgevulde spuit.
Griepvaccin (gesplitst
virion, geinactiveerd).

FR/H/0121/001

BE108184

SANOFI PASTEUR EUROPE

BE

VAXIGRIP, suspensie
Vvoor injectie in een
voorgevulde spuit.
Griepvaccin (gesplitst
virion, geinactiveerd)

FR/H/0121/001

RVG 22306

SANOFI PASTEUR EUROPE

NL

VAXIGRIP, suspension
injectable en flacon
multidose, Vaccin grippal
inactivé a virion

FR/H/0121/002

NL 11 155-2

SANOFI PASTEUR SA

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

fragmenté

VAXIGRIP, suspension
injectable en seringue
préremplie Vaccin grippal
(inactivé a virion
fragmenté)

FR/H/0121/001

2009010131

SANOFI PASTEUR EUROPE

LU

VAXIGRIP, suspension
injectable en seringue
préremplie, VACCIN
GRIPPAL INACTIVE A
VIRION FRAGMENTE

FR/H/121/01

NL 11 155-1

SANOFI PASTEUR SA

FR

VAXIGRIP, suspension
injectable en seringue
préremplie. Vaccin
grippal (inactivé a virion
fragmenté).

FR/H/0121/001

BE108184

SANOFI PASTEUR EUROPE

BE

VAXIGRIP, suspension
inyectable en jeringa
precargada Vacuna
antigripal (virus
fraccionados, inactivados)

FR/H/0121/001

61.108

SANOFI PASTEUR EUROPE

ES

VAXIGRIP,
sustesuspensioon sustlis
(inaktiveeritud gripi
vaktsiin, purustatud
viirus)

FR/H/0121/001

186597

SANOFI PASTEUR SA

EE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

VAXIGRIP, gvéaipyo
evaiwpnua os
NPOYEUIOUEVN oUpIyyda
AvTiypinikd gPoAIo (split
virion, adpavonoinuevo)

FR/H/0121/001

68726/10-11-2016

SANOFI PASTEUR EUROPE

GR

VAXIGRIP, gvéaipyo
evaiwpnua os
NpoyeUIOUEVN auUpIyya,
AvTiypinikd guoAIo (split
virion, adpavonoinuevo).

FR/H/0121/001

20507

SANOFI PASTEUR SA

cY

VaxigripTetra injekciné
suspensija uzpildytame
Svirkste Keturvalente
vakcina nuo gripo (is
viriony fragmentuy,
inaktyvuota)

DE/H/1949/001

LT/1/16/3975/001

SANOFI PASTEUR SA

LT

VaxigripTetra injekciné
suspensija uzpildytame
Svirkste Keturvalenteé
vakcina nuo gripo (is
viriony fragmenty,
inaktyvuota)

DE/H/1949/001

LT/1/16/3975/002

SANOFI PASTEUR SA

LT

VaxigripTetra injekciné
suspensija uzpildytame
Svirkste Keturvalenteé
vakcina nuo gripo (is
viriony fragmenty,
inaktyvuota)

DE/H/1949/001

LT/1/16/3975/003

SANOFI PASTEUR SA

LT
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authorisation country) | Authorisation member state product is authorised
number
VaxigripTetra injekciné DE/H/1949/001 LT/1/16/3975/004 SANOFI PASTEUR SA LT

suspensija uzpildytame
Svirkste Keturvalenteé
vakcina nuo gripo (is
viriony fragmenty,
inaktyvuota)

VaxigripTetra injekciné DE/H/1949/001 LT/1/16/3975/005 SANOFI PASTEUR SA LT
suspensija uzpildytame
Svirkste Keturvalenté
vakcina nuo gripo (i$
viriony fragmenty,
inaktyvuota)

VaxigripTetra injekciné DE/H/1949/001 LT/1/16/3975/006 SANOFI PASTEUR SA LT
suspensija uzpildytame
Svirkste Keturvalenteé
vakcina nuo gripo (i$
viriony fragmenty,
inaktyvuota)

VaxigripTetra DE/H/1949/001 137203 SANOFI PASTEUR EUROPE AT
Injektionssuspension in
einer Fertigspritze
Tetravalenter Influenza-
Impfstoff (Spaltvirus,
inaktiviert)

VaxigripTetra suspensie DE/H/1949/001 9198/2016/01 SANOFI PASTEUR SA RO
inectabila Tn seringa
preumpluta Vaccin
antigripal tetravalent

(virion fragmentat,
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inactivat)

VaxigripTetra suspensie
inectabila Tn seringa
preumpluta Vaccin
antigripal tetravalent
(virion fragmentat,
inactivat)

DE/H/1949/001

9198/2016/02

SANOFI PASTEUR SA

RO

VaxigripTetra suspensie
inectabila Tn seringa
preumpluta Vaccin
antigripal tetravalent
(virion fragmentat,
inactivat)

DE/H/1949/001

9198/2016/03

SANOFI PASTEUR SA

RO

VaxigripTetra suspensie
inectabila Tn seringa
preumpluta Vaccin
antigripal tetravalent
(virion fragmentat,
inactivat)

DE/H/1949/001

9198/2016/04

SANOFI PASTEUR SA

RO

VaxigripTetra suspensie
inectabila in seringa
preumpluta Vaccin
antigripal tetravalent
(virion fragmentat,
inactivat)

DE/H/1949/001

9198/2016/05

SANOFI PASTEUR SA

RO
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product is authorised

VaxigripTetra suspensie
inectabila in seringa
preumpluta Vaccin
antigripal tetravalent
(virion fragmentat,
inactivat)

DE/H/1949/001

9198/2016/06

SANOFI PASTEUR SA

RO

VaxigripTetra suspensija
injekcijam pilnSlirce
Cetrvertiga gripas
vakcina (Skelts virions,
inaktiveta) Vaccinum
influenzae inactivatum ex
virorum fragmentis
praeparatum

DE/H/1949/001

16-0141

SANOFI PASTEUR SA

LV

VaxigripTetra suspenzija
za injiciranje v napolnjeni
injekcijski brizgi
Stirivalentno cepivo proti
gripi (razcepljeni virioni,
inaktivirano)

DE/H/1949/001

H/16/02251/001

SANOFI PASTEUR SA

S

VaxigripTetra suspenzija
za injiciranje v napolnjeni
injekcijski brizgi
Stirivalentno cepivo proti
gripi (razcepljeni virioni,
inaktivirano)

DE/H/1949/001

H/16/02251/002

SANOFI PASTEUR SA

Sl

VaxigripTetra suspenzija
za injiciranje v napolnjeni
injekcijski brizgi

DE/H/1949/001

H/16/02251/003

SANOFI PASTEUR SA

Sl
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Stirivalentno cepivo proti
gripi (razcepljeni virioni,
inaktivirano)

VaxigripTetra suspenzija
za injiciranje v napolnjeni
injekcijski brizgi
Stirivalentno cepivo proti
gripi (razcepljeni virioni,
inaktivirano)

DE/H/1949/001

H/16/02251/004

SANOFI PASTEUR SA

Sl

VaxigripTetra suspenzija
za injiciranje v napolnjeni
injekcijski brizgi
Stirivalentno cepivo proti
gripi (razcepljeni virioni,
inaktivirano)

DE/H/1949/001

H/16/02251/005

SANOFI PASTEUR SA

Sl

VaxigripTetra suspenzija
za injiciranje v napolnjeni
injekcijski brizgi
Stirivalentno cepivo proti
gripi (razcepljeni virioni,
inaktivirano)

DE/H/1949/001

H/16/02251/006

SANOFI PASTEUR SA

Sl

VaxigripTetra suspenzija
za injiciranje v napolnjeni
injekcijski brizgi
Stirivalentno cepivo proti
gripi (razcepljeni virioni,
inaktivirano)

DE/H/1949/001

H/16/02251/007

SANOFI PASTEUR SA

Sl
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VaxigripTetra suspenzija DE/H/1949/001 H/16/02251/008 SANOFI PASTEUR SA Sl

za injiciranje v napolnjeni
injekcijski brizgi
Stirivalentno cepivo proti
gripi (razcepljeni virioni,
inaktivirano)

VaxigripTetra suspenzija DE/H/1949/001 H/16/02251/009 SANOFI PASTEUR SA S
za injiciranje v napolnjeni
injekcijski brizgi
Stirivalentno cepivo proti
gripi (razcepljeni virioni,
inaktivirano)

VaxigripTetra suspenzija DE/H/1949/001 H/16/02251/010 SANOFI PASTEUR SA S
za injiciranje v napolnjeni
injekcijski brizgi
Stirivalentno cepivo proti
gripi (razcepljeni virioni,
inaktivirano)

VaxigripTetra suspenzija DE/H/1949/001 H/16/02251/011 SANOFI PASTEUR SA S
za injiciranje v napolnjeni
injekcijski brizgi
Stirivalentno cepivo proti
gripi (razcepljeni virioni,
inaktivirano)

VaxigripTetra suspenzija DE/H/1949/001 H/16/02251/012 SANOFI PASTEUR SA S
za injiciranje v napolnjeni
injekcijski brizgi
Stirivalentno cepivo proti
gripi (razcepljeni virioni,
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Member State where
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inaktivirano)

Vaxigriptetra,
injeksjonsveeske,
suspensjon i ferdigfylt
sprgyte. Vaksine mot
influensa (inaktivert,
splittvirus).

DE/H/1949/001

15-10871

SANOFI PASTEUR EUROPE

NO

VaxigripTetra,
injektioneste, suspensio,
esitaytetty ruisku.
Nelivalenttinen
influenssarokote
(virusfragmentit,
inaktivoitu)

DE/H/1949/001

33654

SANOFI PASTEUR EUROPE

FI

Vaxigriptetra,
injektionsveeske,
suspension i fyldt
injektionssprgjte

DE/H/1949/001

56583

SANOFI PASTEUR EUROPE

DK

VaxigripTetra,
injektionsvatska,
suspension i forfylld
spruta Quadrivalent
influensavaccin (spjalkat
virus, inaktiverat)

DE/H/1949/001

33654

SANOFI PASTEUR EUROPE

FI

VaxigripTetra,
injektionsvatska,
suspension i forfylld

DE/H/1949/001

53400

SANOFI PASTEUR EUROPE

SE
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MRP/DCP
Authorisation
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

spruta Quadrivalent
influensavaccin (spjalkat
virus, inaktiverat)

VaxigripTetra, stungulyf,
dreifa i afylltri sprautu.

Fjorgilt infliensubdluefni
(klofin veiruégn, deydd)

DE/H/1949/001

1S/1/16/068/01

SANOFI PASTEUR EUROPE

VaxigripTetra, suspensie
voor injectie Quadrivalent
griepvaccin (gesplitst
virion, geinactiveerd)

DE/H/1949/001

RVG 117963

SANOFI PASTEUR EUROPE

NL

VaxigripTetra, suspension
for injection in pre-filled
syringe

DE/H/1949/001

MA573/00103

SANOFI PASTEUR SA

MT

VaxigripTetra, suspension
injectable en seringue
préremplie, Vaccin
grippal quadrivalent
(inactivé, a virion
fragmenté)

DE/H/1949/001

NL 46 320

SANOFI PASTEUR SA

FR

VaxigripTetra, suspenzija
za injekciju u napunjenoj
Strcaljki Cetverovalentno
cjepivo protiv influence
(fragmentirani virion,
inaktivirano)

DE/H/1949/001

HR-H-888872987

SANOFI PASTEUR SA

HR

VaxigripTetra,
sustesuspensioon sustlis,

DE/H/1949/001

919416

SANOFI PASTEUR SA

EE
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Authorisation
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National Authorisation Number

MAH of product in the
member state

Member State where
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Neljavalentne
gripivaktsiin (purustatud
viirus, inaktiveeritud)

VaxigripTetra, zawiesina
do wstrzykiwan w
ampulko-strzykawce
Czterowalentna
szczepionka przeciw
grypie (rozszczepiony
wirion), inaktywowana

DE/H/1949/001

23540

SANOFI PASTEUR SA

PL

VaxigripTetra, evéaipo
gvaiwpnua os
NPOYEWIOWEVN oUpIyyd
TeTpaduvapo avTiypiniko
€uBOAIo (split virion,
adpavonoinuévo)

DE/H/1949/001

022512

SANOFI PASTEUR SA

cY

VaxigripTetra, evéaipo
evaiwpnua os
NPOYEWIOWEVN oUpIyyd
TeTpaduvapo avTiypiniko
€UBOAIO (split virion,
adpavonoinuévo)

DE/H/1949/001

57068/15/16-12-2016

SANOFI PASTEUR EUROPE

GR

a-RIX-Tetra, suspension
injectable en seringue
préremplie Vaccin
antigrippal (virion
fragmenté, inactivé)

DE/H/1939/001/DC

BE456924

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE
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Authorisation
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

a-RIX-Tetra, suspension
injectable en seringue
préremplie Vaccin
antigrippal (virion
fragmenté, inactivé)

DE/H/1939/001

2014090216

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU

a-RIX-Tetra, suspension
injectable en seringue
préremplie Vaccin
antigrippal (virion
fragmenté, inactivé)

DE/H/1939/001

2014090216

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU

BAKCUTPUN 0,5 ml
WMHXXEKUNOHHA CYCneH3us,
BakcuHa cpely rpun
(dparmeHTUpaH
WHaKTUBUPAH BUPUOH),
NHXeKUMOoHHa cycrneH3uns
B NpeaBapuUTENHO
Hanb/IHEHA CMPUHLIOBKA

FR/H/121/01

20000248

SANOFI PASTEUR SA

BG

BakcurpunTeTpa
WHXEKLUMOHHa CycrneH3uns
B NpeaBapuTesnHO
Hanb/IHEHA CNPUHLIOBKa
YeTmpuieHTHa BakCKHa
cpeLy rpun
(dbparmMeHTMpaH
WHaKTUBUPAH BMPUOH)

DE/H/1949/001

20160310

SANOFI PASTEUR SA

BG

®dnyapuKc, UHXEKLNOHHA
CyCneHsus B
npeaBapuTeNHo

DE/H/0124/001

9700046

GLAXOSMITHKLINE EOOD

BG
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Hanb/IHEHA CMPUHLIOBKA
BakcuHa cpely rpun
(dparmeHTUpaH
WHaKTUBUpPaH BUPUOH)
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