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Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State

country) Authorisation Number member state where product is
number authorised

Boostrix Polio - Injektionssuspension in DE/H/0466/003 2-00302 GLAXOSMITHKLINE PHARMA | AT

einer Fertigspritze Diphtherie-, Tetanus- GMBH.

, Pertussis azellular- und Poliomyelitis

(inaktiviert) - Impfstoff (adsorbiert,

verminderter Antigengehalt)

Boostrix Polio - Injektionssuspension in DE/H/0466/003 2-00302 GLAXOSMITHKLINE PHARMA | AT

einer Fertigspritze Diphtherie-, Tetanus- GMBH.

, Pertussis azellular- und Poliomyelitis

(inaktiviert) - Impfstoff (adsorbiert,

verminderter Antigengehalt)

Boostrix Polio - Injektionssuspension in DE/H/0466/003 2-00302 GLAXOSMITHKLINE PHARMA | AT

einer Fertigspritze Diphtherie-, Tetanus- GMBH.

, Pertussis azellulér- und Poliomyelitis

(inaktiviert) - Impfstoff (adsorbiert,

verminderter Antigengehalt)

Repevax DE/H/0215/001-002 2-00284 SANOFI WINTHROP AT

Injektionssuspension in einer INDUSTRIE

Fertigspritze

Diphtherie-Tetanus-Pertussis(azelluladr,

aus Komponenten)-

Poliomyelitis(inaktiviert)-Impfstoff

(adsorbiert, mit reduziertem

Antigengehalt)

Repevax DE/H/0215/001-002 2-00284 SANOFI WINTHROP AT

Injektionssuspension in einer INDUSTRIE

Fertigspritze

Diphtherie-Tetanus-Pertussis(azellular,

aus Komponenten)-

Poliomyelitis(inaktiviert)-Impfstoff

(adsorbiert, mit reduziertem

Antigengehalt)

Repevax DE/H/0215/001-002 2-00284 SANOFI WINTHROP AT

Injektionssuspension in einer INDUSTRIE

Fertigspritze
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Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State

country) Authorisation Number member state where product is
number authorised

Diphtherie-Tetanus-Pertussis(azellular,

aus Komponenten)-

Poliomyelitis(inaktiviert)-Impfstoff

(adsorbiert, mit reduziertem

Antigengehalt)

Repevax DE/H/0215/001-002 2-00284 SANOFI WINTHROP AT

Injektionssuspension in einer INDUSTRIE

Fertigspritze

Diphtherie-Tetanus-Pertussis(azellular,

aus Komponenten)-

Poliomyelitis(inaktiviert)-Impfstoff

(adsorbiert, mit reduziertem

Antigengehalt)

Repevax DE/H/0215/001-002 2-00284 SANOFI WINTHROP AT

Injektionssuspension in einer INDUSTRIE

Fertigspritze

Diphtherie-Tetanus-Pertussis(azelluladr,

aus Komponenten)-

Poliomyelitis(inaktiviert)-Impfstoff

(adsorbiert, mit reduziertem

Antigengehalt)

Repevax DE/H/0215/001-002 2-00284 SANOFI WINTHROP AT

Injektionssuspension in einer INDUSTRIE

Fertigspritze

Diphtherie-Tetanus-Pertussis(azelluladr,

aus Komponenten)-

Poliomyelitis(inaktiviert)-Impfstoff

(adsorbiert, mit reduziertem

Antigengehalt)

Repevax DE/H/0215/001-002 2-00284 SANOFI WINTHROP AT

Injektionssuspension in einer INDUSTRIE

Fertigspritze

Diphtherie-Tetanus-Pertussis(azellular,
aus Komponenten)-
Poliomyelitis(inaktiviert)-Impfstoff
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voorgevulde spuit
Difterie-, tetanus-, kinkhoest-

INDUSTRIE

Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State

country) Authorisation Number member state where product is
number authorised

(adsorbiert, mit reduziertem

Antigengehalt)

Tetravac, suspension injectable en SE/H/0154/001 BE196122 SANOFI WINTHROP BE

seringue préremplie INDUSTRIE

Vaccin diphtérique, tétanique,

coquelucheux (acellulaire, composant)

et poliomyélitique

(inactivé) (adsorbé)

Tetravac, suspensie voor injectie in een SE/H/0154/001 BE196122 SANOFI WINTHROP BE

voorgevulde spuit INDUSTRIE

Difterie-, tetanus-, kinkhoest-

(acellulair, component) en poliomyelitis-

(geinactiveerd) vaccin

(geadsorbeerd)

Tetravac, Injektionssuspension in einer SE/H/0154/001 BE196122 SANOFI WINTHROP BE

Fertigspritze INDUSTRIE

Diphtherie, Tetanus, Pertussis (mit

azellularer Komponente) und

Poliomyelitis (inaktiviert)

Impfstoff (adsorbiert)

Tetravac, suspensie voor injectie in een SE/H/0154/001 BE196122 SANOFI WINTHROP BE

voorgevulde spuit INDUSTRIE

Difterie-, tetanus-, kinkhoest-

(acellulair, component) en poliomyelitis-

(geinactiveerd) vaccin

(geadsorbeerd)

Tetravac, suspensie voor injectie in een SE/H/0154/001 BE196122 SANOFI WINTHROP BE

voorgevulde spuit INDUSTRIE

Difterie-, tetanus-, kinkhoest-

(acellulair, component) en poliomyelitis-

(geinactiveerd) vaccin

(geadsorbeerd)

Tetravac, suspensie voor injectie in een SE/H/0154/001 BE196122 SANOFI WINTHROP BE
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seringue préremplie

INDUSTRIE

Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State

country) Authorisation Number member state where product is
number authorised

(acellulair, component) en poliomyelitis-

(geinactiveerd) vaccin

(geadsorbeerd)

Tetravac, suspensie voor injectie in een SE/H/0154/001 BE196122 SANOFI WINTHROP BE

voorgevulde spuit INDUSTRIE

Difterie-, tetanus-, kinkhoest-

(acellulair, component) en poliomyelitis-

(geinactiveerd) vaccin

(geadsorbeerd)

Tetravac, suspensie voor injectie in een SE/H/0154/001 BE196122 SANOFI WINTHROP BE

voorgevulde spuit INDUSTRIE

Difterie-, tetanus-, kinkhoest-

(acellulair, component) en poliomyelitis-

(geinactiveerd) vaccin

(geadsorbeerd)

Tetravac, Injektionssuspension in einer SE/H/0154/001 BE196122 SANOFI WINTHROP BE

Fertigspritze INDUSTRIE

Diphtherie, Tetanus, Pertussis (mit

azellularer Komponente) und

Poliomyelitis (inaktiviert)

Impfstoff (adsorbiert)

Tetravac, suspension injectable en SE/H/0154/001 BE196122 SANOFI WINTHROP BE

seringue préremplie INDUSTRIE

Vaccin diphtérique, tétanique,

coquelucheux (acellulaire, composant)

et poliomyélitique

(inactivé) (adsorbé)

Tetravac, suspensie voor injectie in een SE/H/0154/001 BE196122 SANOFI WINTHROP BE

voorgevulde spuit INDUSTRIE

Difterie-, tetanus-, kinkhoest-

(acellulair, component) en poliomyelitis-

(geinactiveerd) vaccin

(geadsorbeerd)

Tetravac, suspension injectable en SE/H/0154/001 BE196122 SANOFI WINTHROP 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

Vaccin diphtérique, tétanique,
coquelucheux (acellulaire, composant)
et poliomyélitique

(inactivé) (adsorbé)

Tetravac, Injektionssuspension in einer
Fertigspritze

Diphtherie, Tetanus, Pertussis (mit
azellularer Komponente) und
Poliomyelitis (inaktiviert)

Impfstoff (adsorbiert)

SE/H/0154/001

BE196122

SANOFI WINTHROP
INDUSTRIE

BE

Tetravac, suspension injectable en
seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux (acellulaire, composant)
et poliomyélitique

(inactivé) (adsorbé)

SE/H/0154/001

BE196122

SANOFI WINTHROP
INDUSTRIE

BE

Tetravac, Injektionssuspension in einer
Fertigspritze

Diphtherie, Tetanus, Pertussis (mit
azellularer Komponente) und
Poliomyelitis (inaktiviert)

Impfstoff (adsorbiert)

SE/H/0154/001

BE196122

SANOFI WINTHROP
INDUSTRIE

BE

Tetravac, Injektionssuspension in einer
Fertigspritze

Diphtherie, Tetanus, Pertussis (mit
azellularer Komponente) und
Poliomyelitis (inaktiviert)

Impfstoff (adsorbiert)

SE/H/0154/001

BE196122

SANOFI WINTHROP
INDUSTRIE

BE

Tetravac, Injektionssuspension in einer
Fertigspritze

Diphtherie, Tetanus, Pertussis (mit
azellularer Komponente) und
Poliomyelitis (inaktiviert)

Impfstoff (adsorbiert)

SE/H/0154/001

BE196122

SANOFI WINTHROP
INDUSTRIE

BE

Tetravac, Injektionssuspension in einer

SE/H/0154/001

BE196122

SANOFI WINTHROP

BE
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Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State
country) Authorisation Number member state where product is
number authorised

Fertigspritze INDUSTRIE
Diphtherie, Tetanus, Pertussis (mit
azellularer Komponente) und
Poliomyelitis (inaktiviert)
Impfstoff (adsorbiert)

Tetravac, Injektionssuspension in einer SE/H/0154/001 BE196122 SANOFI WINTHROP BE
Fertigspritze INDUSTRIE
Diphtherie, Tetanus, Pertussis (mit
azellularer Komponente) und
Poliomyelitis (inaktiviert)
Impfstoff (adsorbiert)

Tetravac, suspension injectable en SE/H/0154/001 BE196122 SANOFI WINTHROP BE
seringue préremplie INDUSTRIE
Vaccin diphtérique, tétanique,
coquelucheux (acellulaire, composant)
et poliomyélitique

(inactivé) (adsorbé)

Tetravac, suspension injectable en SE/H/0154/001 BE196122 SANOFI WINTHROP BE
seringue préremplie INDUSTRIE
Vaccin diphtérique, tétanique,
coquelucheux (acellulaire, composant)
et poliomyélitique

(inactivé) (adsorbé)

Tetravac, suspension injectable en SE/H/0154/001 BE196122 SANOFI WINTHROP BE
seringue préremplie INDUSTRIE
Vaccin diphtérique, tétanique,
coquelucheux (acellulaire, composant)
et poliomyélitique

(inactivé) (adsorbé)

Tetravac, suspension injectable en SE/H/0154/001 BE196122 SANOFI WINTHROP BE
seringue préremplie INDUSTRIE
Vaccin diphtérique, tétanique,
coquelucheux (acellulaire, composant)
et poliomyélitique

(inactivé) (adsorbé)
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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

Tetravac, suspensie voor injectie in een
voorgevulde spuit

Difterie-, tetanus-, kinkhoest-
(acellulair, component) en poliomyelitis-
(geinactiveerd) vaccin

(geadsorbeerd)

SE/H/0154/001

BE196122

SANOFI WINTHROP
INDUSTRIE

BE

Boostrix Polio, suspension injectable en
seringue pré-remplie Vaccin (adsorbé,
contenu réduit en antigénes)
diphtérique, tétanique, coquelucheux
(composant acellulaire) et
poliomyélitique (inactivé)

DE/H/0466/003

BE270435

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

Boostrix Polio, Injektionssuspension in
einer Fertigspritze Impfstoff (adsorbiert,
Inhalt antigenreduziert) gegen
Diphtherie, Tetanus, Pertussis (azellular)
und Poliomyelitis (inaktiviert)

DE/H/0466/003

BE270435

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

Boostrix Polio, suspensie voor injectie in
voorgevulde injectiespuit Vaccin
(geadsorbeerd, antigengereduceerde
inhoud) tegen difterie, tetanus,
kinkhoest (acellulaire component) en
poliomyelitis (geinactiveerd)

DE/H/0466/003

BE270435

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

TRIAXIS POLIO, suspensie voor injectie
in voorgevulde spuit.

Difterie, Tetanus, Pertussis (acellulaire,
component) en Poliomyelitis
(geinactiveerd) vaccin (geadsorbeerd,
gereduceerd antigeengehalte)

DE/H/0215/001-002

BE241096

SANOFI WINTHROP
INDUSTRIE

BE

TRIAXIS POLIO, suspension injectable
en seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux (acellulaire, composant)
et poliomyélitique inactivé (contenu

DE/H/0215/001-002

BE241096

SANOFI WINTHROP
INDUSTRIE

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

réduit en antigéne(s) adsorbé(s))

TRIAXIS POLIO

Injektionssuspension in einer
Fertigspritze

Diphtherie-, Tetanus-,
Pertussis(azellular, aus Komponenten)-
Poliomyelitis(inaktiviert)-Impfstoff
(adsorbiert, mit reduziertem
Antigengehalt)

DE/H/0215/001-002

BE241096

SANOFI WINTHROP
INDUSTRIE

BE

TRIAXIS POLIO

Injektionssuspension in einer
Fertigspritze

Diphtherie-, Tetanus-,
Pertussis(azellular, aus Komponenten)-
Poliomyelitis(inaktiviert)-Impfstoff
(adsorbiert, mit reduziertem
Antigengehalt)

DE/H/0215/001-002

BE241096

SANOFI WINTHROP
INDUSTRIE

BE

TRIAXIS POLIO

Injektionssuspension in einer
Fertigspritze

Diphtherie-, Tetanus-,
Pertussis(azellular, aus Komponenten)-
Poliomyelitis(inaktiviert)-Impfstoff
(adsorbiert, mit reduziertem
Antigengehalt)

DE/H/0215/001-002

BE241096

SANOFI WINTHROP
INDUSTRIE

BE

TRIAXIS POLIO

DE/H/0215/001-002

BE241096

SANOFI WINTHROP

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

Injektionssuspension in einer
Fertigspritze

Diphtherie-, Tetanus-,
Pertussis(azellular, aus Komponenten)-
Poliomyelitis(inaktiviert)-Impfstoff
(adsorbiert, mit reduziertem
Antigengehalt)

INDUSTRIE

TRIAXIS POLIO, suspensie voor injectie
in voorgevulde spuit.

Difterie, Tetanus, Pertussis (acellulaire,
component) en Poliomyelitis
(geinactiveerd) vaccin (geadsorbeerd,
gereduceerd antigeengehalte)

DE/H/0215/001-002

BE241096

SANOFI WINTHROP
INDUSTRIE

BE

TRIAXIS POLIO, suspension injectable
en seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux (acellulaire, composant)
et poliomyélitique inactivé (contenu
réduit en antigéne(s) adsorbé(s))

DE/H/0215/001-002

BE241096

SANOFI WINTHROP
INDUSTRIE

BE

TRIAXIS POLIO, suspensie voor injectie
in voorgevulde spuit.

Difterie, Tetanus, Pertussis (acellulaire,
component) en Poliomyelitis
(geinactiveerd) vaccin (geadsorbeerd,
gereduceerd antigeengehalte)

DE/H/0215/001-002

BE241096

SANOFI WINTHROP
INDUSTRIE

BE

TRIAXIS POLIO, suspensie voor injectie
in voorgevulde spuit.

Difterie, Tetanus, Pertussis (acellulaire,
component) en Poliomyelitis

DE/H/0215/001-002

BE241096

SANOFI WINTHROP
INDUSTRIE

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

(geinactiveerd) vaccin (geadsorbeerd,
gereduceerd antigeengehalte)

TRIAXIS POLIO, suspension injectable
en seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux (acellulaire, composant)
et poliomyélitique inactivé (contenu
réduit en antigene(s) adsorbé(s))

DE/H/0215/001-002

BE241096

SANOFI WINTHROP
INDUSTRIE

BE

TRIAXIS POLIO, suspension injectable
en seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux (acellulaire, composant)
et poliomyélitique inactivé (contenu
réduit en antigéne(s) adsorbé(s))

DE/H/0215/001-002

BE241096

SANOFI WINTHROP
INDUSTRIE

BE

TRIAXIS POLIO

Injektionssuspension in einer
Fertigspritze

Diphtherie-, Tetanus-,
Pertussis(azellular, aus Komponenten)-
Poliomyelitis(inaktiviert)-Impfstoff
(adsorbiert, mit reduziertem
Antigengehalt)

DE/H/0215/001-002

BE241096

SANOFI WINTHROP
INDUSTRIE

BE

TRIAXIS POLIO, suspensie voor injectie
in voorgevulde spuit.

Difterie, Tetanus, Pertussis (acellulaire,
component) en Poliomyelitis
(geinactiveerd) vaccin (geadsorbeerd,
gereduceerd antigeengehalte)

DE/H/0215/001-002

BE241096

SANOFI WINTHROP
INDUSTRIE

BE

TRIAXIS POLIO, suspension injectable
en seringue préremplie
Vaccin diphtérique, tétanique,

DE/H/0215/001-002

BE241096

SANOFI WINTHROP
INDUSTRIE

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

coquelucheux (acellulaire, composant)
et poliomyélitique inactivé (contenu
réduit en antigene(s) adsorbé(s))

TRIAXIS POLIO, suspension injectable
en seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux (acellulaire, composant)
et poliomyélitique inactivé (contenu
réduit en antigéne(s) adsorbé(s))

DE/H/0215/001-002

BE241096

SANOFI WINTHROP
INDUSTRIE

BE

TRIAXIS POLIO, suspension injectable
en seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux (acellulaire, composant)
et poliomyélitique inactivé (contenu
réduit en antigene(s) adsorbé(s))

DE/H/0215/001-002

BE241096

SANOFI WINTHROP
INDUSTRIE

BE

TRIAXIS POLIO, suspensie voor injectie
in voorgevulde spuit.

Difterie, Tetanus, Pertussis (acellulaire,
component) en Poliomyelitis
(geinactiveerd) vaccin (geadsorbeerd,
gereduceerd antigeengehalte)

DE/H/0215/001-002

BE241096

SANOFI WINTHROP
INDUSTRIE

BE

TRIAXIS POLIO, suspensie voor injectie
in voorgevulde spuit.

Difterie, Tetanus, Pertussis (acellulaire,
component) en Poliomyelitis
(geinactiveerd) vaccin (geadsorbeerd,
gereduceerd antigeengehalte)

DE/H/0215/001-002

BE241096

SANOFI WINTHROP
INDUSTRIE

BE

TRIAXIS POLIO

Injektionssuspension in einer
Fertigspritze

DE/H/0215/001-002

BE241096

SANOFI WINTHROP
INDUSTRIE

BE
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CyCneH3usa B npeaBapuUTeHO HaMb/IHEHA
CNPUHLIOBKaA

ApcopbupaHa BakcuHa cpelly
AndTepus, TeTaHyC, KOKoLW
(6e3kneTb4YyHa, KOMNOHEHTHA) U
nonnommenunt (MHaKTMBMpaHa)

BIOLOGICALS S.A.

Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State
country) Authorisation Number member state where product is
number authorised
Diphtherie-, Tetanus-,
Pertussis(azellular, aus Komponenten)-
Poliomyelitis(inaktiviert)-Impfstoff
(adsorbiert, mit reduziertem
Antigengehalt)
TRIAXIS POLIO DE/H/0215/001-002 BE241096 SANOFI WINTHROP BE
INDUSTRIE
Injektionssuspension in einer
Fertigspritze
Diphtherie-, Tetanus-,
Pertussis(azellular, aus Komponenten)-
Poliomyelitis(inaktiviert)-Impfstoff
(adsorbiert, mit reduziertem
Antigengehalt)
Infanrix-IPV, 0,5 ml/Dosis not available BE212152 GLAXOSMITHKLINE BE
Injizierbare Suspension BIOLOGICALS S.A.
Infanrix-IPV, 0,5 ml/dosis, suspensie not available BE212152 GLAXOSMITHKLINE BE
voor injectie BIOLOGICALS S.A.
Infanrix-IPV, 0,5 ml/dose, suspension not available BE212152 GLAXOSMITHKLINE BE
injectable BIOLOGICALS S.A.
Infanrix-IPV, 0,5 ml/dosis, suspensie not available BE212152 GLAXOSMITHKLINE BE
voor injectie BIOLOGICALS S.A.
Infanrix-IPV, 0,5 ml/Dosis not available BE212152 GLAXOSMITHKLINE BE
Injizierbare Suspension BIOLOGICALS S.A.
Infanrix-IPV, 0,5 ml/dose, suspension not available BE212152 GLAXOSMITHKLINE BE
injectable BIOLOGICALS S.A.
BycTpukc MNonmo MHXeKUMOHHA DE/H/0466/003 20120314 GLAXOSMITHKLINE BG
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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

BycTpukc MNono MHXeKUMOoHHa
CyCneH3usa B NnpeaBapuUTENIHO Hamb/HEHA
CNpUHLOBKa

ApcopbupaHa BakcuHa cpelly
andTepus, TeTaHyc, KOKOLW
(6e3kneTb4YyHa, KOMNOHEHTHA) U
nonvomMmenut (MHaKTMBUpaHa)

DE/H/0466/003

20120314

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BG

BycTpukc MNonmo MHXeKUMOHHa
CyCneH3usa B NpeaBapuUTeIHO HaMb/IHEHA
CNpVHLOBKa

ApcopbupaHa BakcuHa cpeLly
andTepus, TeTaHyC, KOKOLW
(6e3kneTb4YyHa, KOMNOHEHTHA) U
nonnommenut (MHaKTMBMpaHa)

DE/H/0466/003

20120314

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BG

BycTpukc MNonmo MHXeKUMOHHa
CyCneH3usa B NpeaBapuUTeIHO HaMb/IHEHA
CNpUHLOBKa

ApcopbupaHa BakcuHa cpeLly
andTepus, TeTaHyC, KOKOLW
(6e3kneTbYHa, KOMMOHEHTHA) U
nonnommenut (MHaKTMBMpaHa)

DE/H/0466/003

20120314

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BG

BycTpukc MNonmo MHXeKUMOHHa
CyCneH3usa B NpeaBapuUTeIHO HaMb/IHEHA
CNpMHLIOBKa

AncopbupaHa BakcuMHa cpeLty
andTepus, TeTaHyC, KOKOL
(6e3kneTbYHa, KOMMOHEHTHA) U
nonnommenut (MHaKTMBMpaHa)

DE/H/0466/003

20120314

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BG

BycTpukc MNono MHXeKUMOoHHa
CyCneH3usa B npeaBapuTenHO Hamb/IHEHA
CNpUHLIOBKA

AncopbupaHa BakcuMHa cpeLty
AndTepus, TeTaHyC, KOKoLW
(6e3kneTbYHa, KOMMOHEHTHA) U
nonvomMmenut (MHaKTMBUpaHa)

DE/H/0466/003

20120314

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BG
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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

TETPAKCUM 0,5 ml nH>xekumoHHa
cycneHsus

ApcopbupaHa BakCcuMHa cpeLly
andTepus, TeTaHyC, KOKOL
(6e3kneTbYHa, KOMMOHEHTHA) U
nonnommenut (MHaKTMBMpaHa)

not available

20060041

SANOFI WINTHROP
INDUSTRIE

BG

TETPAKCUM 0,5 ml nH>xekumoHHa
cycneHsus

ApcopbupaHa BakcuHa cpelly
AndTepus, TeTaHyC, KOKoLW
(6e3kneTb4YyHa, KOMNOHEHTHA) U
nonvomMmenut (MHaKTMBUpaHa)

not available

20060041

SANOFI WINTHROP
INDUSTRIE

BG

TETPAKCWM 0,5 ml nHxekuymoHHa
cycneHsus

ApcopbupaHa BakCcuMHa cpeLly
andTepus, TeTaHyC, KOKOLW
(6e3kneTbYHa, KOMMOHEHTHA) U
noanommenut (MHaKTMBMpaHa)

not available

20060041

SANOFI WINTHROP
INDUSTRIE

BG

TETPAKCUM 0,5 ml nH>xekumoHHa
cycneHsus

ApcopbupaHa BakcuHa cpeLly
AndTepus, TeTaHyC, KOKoLW
(6e3kneTbYyHa, KOMNOHEHTHA) U
nonnommenut (MHaKTMBMpaHa)

not available

20060041

SANOFI WINTHROP
INDUSTRIE

BG

TETPAKCWM 0,5 ml nHxekuymoHHa
cycneHsus

ApcopbupaHa BakCcuMHa cpelly
andTepus, TeTaHyC, KOKOL
(6e3kneTbYyHa, KOMNOHEHTHA) U
nonvomMmenut (MHaKTMBUpaHa)

not available

20060041

SANOFI WINTHROP
INDUSTRIE

BG

TETPAKCUM 0,5 ml nH>xekumoHHa
cycneHsus

ApcopbupaHa BakcuHa cpelly
andTepus, TeTaHyC, KOKOL
(6e3kneTbYHa, KOMMOHEHTHA) U

not available

20060041

SANOFI WINTHROP
INDUSTRIE

BG
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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

noanommenuT (MHaKTMBMpaHa)

TETPAKCUM 0,5 ml nH>xekumoHHa
cycneHsus

ApcopbupaHa BakcuHa cpelly
AndTepus, TeTaHyC, KOKoLW
(6e3kneTb4YyHa, KOMNOHEHTHA) U
nonnommenunt (MHaKTMBMpaHa)

not available

20060041

SANOFI WINTHROP
INDUSTRIE

BG

TETPAKCWM 0,5 ml nHxekuymoHHa
cycneHsus

ApcopbupaHa BakCcuMHa cpeLly
andTepus, TeTaHyC, KOKOL
(6e3kneTb4YyHa, KOMNOHEHTHA) U
nonvomMmenut (MHaKTMBUpaHa)

not available

20060041

SANOFI WINTHROP
INDUSTRIE

BG

AOACEN MOJINO nHXEeKUMOHHa
CyCneH3usa B npeaBapuUTenHO Hamb/IHEHA
CNpuHLOBKa

ApcopbupaHa BakcuHa cpelly
andTepuns, TeTaHyc, KOKOLW
(6e3kneTbYyHa, KOMNOHEHTHA) U
nonvomMuenut (MHaKTMBUpaHa), C
HaMaJIeHO aHTUIreHHO CbabpXaHue/

DE/H/0215/001-002

20200008

SANOFI WINTHROP
INDUSTRIE

BG

AOACEN MOJINO nHXeKUMOHHa
CyCneH3usa B npeaBapuUTenHO Hamb/IHEHA
CNpMHLIOBKa

AncopbupaHa BakcuMHa cpeLly
andTepus, TeTaHyC, KOKOLW
(6e3kneTbYHa, KOMMOHEHTHA) U
nonnommenut (MHaKTUBMpPaHa), C
HaMaJIeHO aHTUIreHHO CbabpXaHue/

DE/H/0215/001-002

20200008

SANOFI WINTHROP
INDUSTRIE

BG

AOACEN NONTNO nHXeKunoHHa
CyCneH3usa B NpeaBapuUTeIHO HaMb/IHEHA
CNpUHLOBKa

ApcopbupaHa BakcuHa cpelly
andTepus, TeTaHyC, KOKOL
(6e3kneTbYHa, KOMMOHEHTHA) U

DE/H/0215/001-002

20200008

SANOFI WINTHROP
INDUSTRIE

BG
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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

nonnommenut (MHaKTUBMpPaHa), C
HaMaJIeHO aHTUIreHHO CbabpXaHue/

AOACEN NONTNO nHXeKunoHHa
CyCneH3usa B NpeaBapuUTeIHO HaMb/IHEHA
CNpVHLOBKa

ApcopbupaHa BakcuHa cpelly
andTepus, TeTaHyC, KOKOL
(6e3kneTbYHa, KOMMOHEHTHA) U
nonnommenut (MHaKTUBMpPaHa), C
HaMaJIeHO aHTUIreHHO CbAbpXaHue/

DE/H/0215/001-002

20200008

SANOFI WINTHROP
INDUSTRIE

BG

AOACEN MOJINO nHXeKUMOHHa
CyCneH3usa B nNpeaBapuUTeIHO HaMb/IHEHA
CNpUHLOBKa

ApcopbupaHa BakcuHa cpelly
andTepus, TeTaHyc, KOKOLW
(6e3kneTb4YyHa, KOMNOHEHTHA) U
nonvomMuenut (MHaKTMBUpaHa), C
HaMaJIeHO aHTUIreHHO CbAbpXaHue/

DE/H/0215/001-002

20200008

SANOFI WINTHROP
INDUSTRIE

BG

AOACEN MOJINO nHXeKUMOHHa
CyCneH3usa B NpeaBapuUTENIHO Hamb/HEHA
CNpuHLOBKa

ApcopbupaHa BakCcuMHa cpelly
andTepus, TeTaHyC, KOKOL
(6e3kneTbYyHa, KOMNOHEHTHA) U
nonvomMuenut (MHaKTMBUpaHa), C
HaMaJIeHO aHTUIreHHO CbabpXaHue/

DE/H/0215/001-002

20200008

SANOFI WINTHROP
INDUSTRIE

BG

AOACEN NONTNO nHXeKunoHHa
CyCneH3usa B NpeaBapuUTeIHO HaMb/IHEHA
CNpMHLIOBKa

AncopbupaHa BakcuMHa cpeLty
andTepus, TeTaHyC, KOKOL
(6e3kneTbYHa, KOMMOHEHTHA) U
nonnommenut (MHaKTUBMpPaHa), C
HaMaJIeHO aHTUIreHHO CbAbpXaHue/

DE/H/0215/001-002

20200008

SANOFI WINTHROP
INDUSTRIE

BG

Tetravac, evECIUO evai®pnuUa o€

HU/H/0406/001

022511

SANOFI WINTHROP

Cy
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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

npoyeIoPEvn olUplyya
MNpoopo@nuevo guBoOAio dipBepiTidag,
TETAVOU, KOKKUTN (aKUTTApPIKO,
ouoTaTIKO) KAl

noAIoJUEAITIOAG (adpavonoinuevo).

INDUSTRIE

Tetravac, eVECIHO evaiwpnpa o€
npoyePIoPEVN oUplyya
MNpoopo@nuevo sPBOAIO dIPBEepPITIOAC,
TETAVOU, KOKKUTN (aKUTTApIKoO,
ouaoTaTiko) Kal

noAlopueAiTidac (adpavonoinuévo).

HU/H/0406/001

022511

SANOFI WINTHROP
INDUSTRIE

CcY

Tetravac, evéoiyo evalwpnua og
npoyeuIoPevn ouplyya
MNpoopo@nuevo guBoOAIo dipBepiTidag,
TETAVOU, KOKKUTN (aKUTTApPIKO,
ouoTaTIKO) Kal

noAIopUEAITIOAG (adpavonoinuevo).

HU/H/0406/001

022511

SANOFI WINTHROP
INDUSTRIE

Cy

Tetravac, evéoio evaimpnua o€
npoyePIouEvn olUplyya
MNpoopo@nuevo sPBOAIO dIPBEepPITIOAC,
TETAVOU, KOKKUTN (aKUTTApIKoO,
ouaTaTiko) Kal

noAlopueAiTidag (adpavonoinuévo).

HU/H/0406/001

022511

SANOFI WINTHROP
INDUSTRIE

Cy

Tetravac, evéoiyo evalwpnua os
npoyeUIoPEvn ouplyya
MNpoopo@nuevo guBoOAIo dipBepiTIdag,
TETAVOU, KOKKUTN (aKUTTApPIKO,
ouoTaTIKO) Kal

noAlopueAiTidac (adpavonoinuévo).

HU/H/0406/001

022511

SANOFI WINTHROP
INDUSTRIE

Cy

Tetravac, evéoio evaimpnua o€
npoyePIouEvn olUplyya
MNpoopo@nuevo sPBOAIO dIPBEepPITIOAC,
TETAVOU, KOKKUTN (AKUTTAPIKO,
ouoTaTIKO) Kal

noAIoJUEAITIDAG (adpavonoinuevo).

HU/H/0406/001

022511

SANOFI WINTHROP
INDUSTRIE

Cy
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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

Tetravac, eVECIHO evaiwpnpa o€
npoyePIouEvn olUplyya
MNpoopo@nuevo sPBOAIO dIPBEepPITIOAC,
TETAVOU, KOKKUTN (aKUTTapIko,
ouaoTaTiko) Kal

noAlopueAiTidac (adpavonoinuévo).

HU/H/0406/001

022511

SANOFI WINTHROP
INDUSTRIE

CcY

Tetravac, evéoiyo evalwpnua og
npoyeWIoPevn ouplyya
MNpoopo@nuevo guBoOAIo dipBepiTidag,
TETAVOU, KOKKUTN (aKUTTApPIKO,
ouoTaTIKO) Kal

noAIopUEAITIOAG (adpavonoinuevo).

HU/H/0406/001

022511

SANOFI WINTHROP
INDUSTRIE

Cy

Infanrix Tetra, evéoigo evaiwpnua o€
npoyeiouevn ouplyya EpBoAio
(npoopopnuévo)  dipBepiTIdAg,
TETAVOU, KOKKUTN  (aKuTTapiko
ouoTaTiko)  Kal MOAIOMUEAITIOAG
(adpavonoinuévng).

FR/H/0251/002

20232

GLAXOSMITHKLINE
BIOLOGICALS S.A.

Cy

Infanrix Tetra, evéoipo evaiwpnua os
npoyeuIoPevn ouplyya EpBoAio
(npoopo®nuévo)  dipBepiTIdAg,
TETAVOU, KOKKUTN  (akuTTapiko
ouOTaTIKO) KAl MOAIOMUEAITIOAG
(adpavonoinuévng).

FR/H/0251/002

20232

GLAXOSMITHKLINE
BIOLOGICALS S.A.

Cy

Infanrix Tetra, evéoigo evaiwpnua o€
npoyeiouevn ouplyya EpBoAio
(npoopopnuévo)  dipBepiTIdAg,
TETAVOU, KOKKUTN  (aKuTTapiko
ouOoTaTIKO) KAl MOAIOMUEAITIOAG
(adpavonoinuévne).

FR/H/0251/002

20232

GLAXOSMITHKLINE
BIOLOGICALS S.A.

Cy

Infanrix Tetra, evéoipo evaiwpnua os
npoyeuIoPevn ouplyya EpBoAio
(npoopo®nuévo)  dipBepiTIdAg,
TETAVOU, KOKKUTN  (aKuTTapiko
ouoTaTikO)  Kal NOAIOPUEAITIOAC

FR/H/0251/002

20232

GLAXOSMITHKLINE
BIOLOGICALS S.A.

Cy
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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

(adpavonoinuévng).

Tetraxim injekcni suspenze v predplnéné
injek¢ni stiikacce

Adsorbovana vakcina proti difterii,
tetanu, pertusi (acelularni komponenta),
poliomyelitidé (inaktivovana).

HU/H/0406/001

59/285/16-C

SANOFI WINTHROP
INDUSTRIE

Ccz

Tetraxim injekcni suspenze v predplnéné
injek¢ni stiikacce

Adsorbovana vakcina proti difterii,
tetanu, pertusi (acelularni komponenta),
poliomyelitidé (inaktivovana).

HU/H/0406/001

59/285/16-C

SANOFI WINTHROP
INDUSTRIE

Ccz

Tetraxim injekcni suspenze v predplnéné
injek¢ni stiikacce

Adsorbovana vakcina proti difterii,
tetanu, pertusi (acelularni komponenta),
poliomyelitidé (inaktivovana).

HU/H/0406/001

59/285/16-C

SANOFI WINTHROP
INDUSTRIE

Ccz

Tetraxim injekcni suspenze v predplnéné
injek¢ni stiikacce

Adsorbovana vakcina proti difterii,
tetanu, pertusi (acelularni komponenta),
poliomyelitidé (inaktivovana).

HU/H/0406/001

59/285/16-C

SANOFI WINTHROP
INDUSTRIE

Ccz

Tetraxim injekCni suspenze v predplnéné
injek¢ni stiikacce

Adsorbovana vakcina proti difterii,
tetanu, pertusi (acelularni komponenta),
poliomyelitidé (inaktivovana).

HU/H/0406/001

59/285/16-C

SANOFI WINTHROP
INDUSTRIE

Ccz

Tetraxim injekCni suspenze v predplnéné
injek¢ni stiikacce

Adsorbovana vakcina proti difterii,
tetanu, pertusi (acelularni komponenta),
poliomyelitidé (inaktivovana).

HU/H/0406/001

59/285/16-C

SANOFI WINTHROP
INDUSTRIE

Ccz

Tetraxim injekCni suspenze v predplnéné
injek¢ni stiikacce

Adsorbovana vakcina proti difterii,
tetanu, pertusi (acelularni komponenta),

HU/H/0406/001

59/285/16-C

SANOFI WINTHROP
INDUSTRIE

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

poliomyelitidé (inaktivovana).

Tetraxim injekcni suspenze v predplnéné
injek¢ni stiikacce

Adsorbovana vakcina proti difterii,
tetanu, pertusi (acelularni komponenta),
poliomyelitidé (inaktivovana).

HU/H/0406/001

59/285/16-C

SANOFI WINTHROP
INDUSTRIE

Ccz

Boostrix Polio injekcni suspenze v
predplnené injekcni strikacce
Adsorbovana vakcina proti difterii,
tetanu, pertusi (acelularni komponenta)
a poliomyelitide

(inaktivovana vakcina) se snizenym
obsahem antigenu.

DE/H/0466/003

59/497/07-C

GLAXOSMITHKLINE S.R.O.

Ccz

Adacel Polio injek¢ni suspenze v
predplnéné injekcni stfikacce Vakcina
proti difterii, tetanu, pertusi (acelularni)
a poliomyelitidé (inaktivovana),
(adsorbovana, se snizenym obsahem
antigend)

DE/H/0215/001-002

59/265/19-C

SANOFI WINTHROP
INDUSTRIE

Ccz

Adacel Polio injekéni suspenze v
predplnéné injekcni stfikacce Vakcina
proti difterii, tetanu, pertusi (acelularni)
a poliomyelitidé (inaktivovana),
(adsorbovana, se snizenym obsahem
antigent)

DE/H/0215/001-002

59/265/19-C

SANOFI WINTHROP
INDUSTRIE

Ccz

Adacel Polio injek¢ni suspenze v
predplnéné injekcni stfikacce Vakcina
proti difterii, tetanu, pertusi (acelularni)
a poliomyelitidé (inaktivovana),
(adsorbovana, se snizenym obsahem
antigend)

DE/H/0215/001-002

59/265/19-C

SANOFI WINTHROP
INDUSTRIE

Ccz

Adacel Polio injek¢ni suspenze v
predplnéné injekcni stfikacce Vakcina
proti difterii, tetanu, pertusi (acelularni)
a poliomyelitidé (inaktivovana),

DE/H/0215/001-002

59/265/19-C

SANOFI WINTHROP
INDUSTRIE

Ccz
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Product Name (in authorisation
country)

MRP/DCP
Authorisation
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National Authorisation
Number

MAH of product in the
member state

Member State
where product is
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(adsorbovana, se snizenym obsahem
. o
antigenu)

Adacel Polio injekéni suspenze v
predplnéné injekcni stfikacce Vakcina
proti difterii, tetanu, pertusi (acelularni)
a poliomyelitidé (inaktivovana),
(adsorbovana, se snizenym obsahem
antigent)

DE/H/0215/001-002

59/265/19-C

SANOFI WINTHROP
INDUSTRIE

cz

Adacel Polio injek¢ni suspenze v
predplnéné injekcni stfikacce Vakcina
proti difterii, tetanu, pertusi (acelularni)
a poliomyelitidé (inaktivovana),
(adsorbovana, se snizenym obsahem
antigend)

DE/H/0215/001-002

59/265/19-C

SANOFI WINTHROP
INDUSTRIE

Ccz

Adacel Polio injekéni suspenze v
predplnéné injekcni stfikacce Vakcina
proti difterii, tetanu, pertusi (acelularni)
a poliomyelitidé (inaktivovana),
(adsorbovana, se snizenym obsahem
antigent)

DE/H/0215/001-002

59/265/19-C

SANOFI WINTHROP
INDUSTRIE

cz

Boostrix Polio Injektionssuspension in
einer Fertigspritze Diphtherie-, Tetanus-
, Pertussis (azellular, aus
Komponenten)- und Poliomyelitis
(inaktiviert)-Adsorbatimpfstoff (mit
reduziertem Antigengehalt)

DE/H/0466/003

PEI.H.02950.01.1

GLAXOSMITHKLINE GMBH &
CO. KG

DE

Boostrix Polio Injektionssuspension in
einer Fertigspritze Diphtherie-, Tetanus-
, Pertussis (azellular, aus
Komponenten)- und Poliomyelitis
(inaktiviert)-Adsorbatimpfstoff (mit
reduziertem Antigengehalt)

DE/H/0466/003

PEI.H.02950.01.1

GLAXOSMITHKLINE GMBH &
CO. KG

DE

Boostrix Polio Injektionssuspension in
einer Fertigspritze Diphtherie-, Tetanus-
, Pertussis (azellular, aus

DE/H/0466/003

PEI.H.02950.01.1

GLAXOSMITHKLINE GMBH &
CO. KG

DE
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Product Name (in authorisation
country)

MRP/DCP
Authorisation
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National Authorisation
Number

MAH of product in the
member state

Member State
where product is
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Komponenten)- und Poliomyelitis
(inaktiviert)-Adsorbatimpfstoff (mit
reduziertem Antigengehalt)

Repevax Injektionssuspension in einer
Fertigspritze Diphtherie-Tetanus-
Pertussis(azellular, aus Komponenten)-
Poliomyelitis(inaktiviert)-Impfstoff
(adsorbiert, mit reduziertem
Antigengehalt)

DE/H/0215/001-002

PEI.H.02354.01.1

SANOFI WINTHROP
INDUSTRIE

DE

Repevax Injektionssuspension in einer
Fertigspritze Diphtherie-Tetanus-
Pertussis(azellular, aus Komponenten)-
Poliomyelitis(inaktiviert)-Impfstoff
(adsorbiert, mit reduziertem
Antigengehalt)

DE/H/0215/001-002

PEI.H.02354.01.1

SANOFI WINTHROP
INDUSTRIE

DE

Repevax Injektionssuspension in einer
Fertigspritze Diphtherie-Tetanus-
Pertussis(azellular, aus Komponenten)-
Poliomyelitis(inaktiviert)-Impfstoff
(adsorbiert, mit reduziertem
Antigengehalt)

DE/H/0215/001-002

PEI.H.02354.01.1

SANOFI WINTHROP
INDUSTRIE

DE

Repevax Injektionssuspension in einer
Fertigspritze Diphtherie-Tetanus-
Pertussis(azellular, aus Komponenten)-
Poliomyelitis(inaktiviert)-Impfstoff
(adsorbiert, mit reduziertem
Antigengehalt)

DE/H/0215/001-002

PEI.H.02354.01.1

SANOFI WINTHROP
INDUSTRIE

DE

Repevax Injektionssuspension in einer
Fertigspritze Diphtherie-Tetanus-
Pertussis(azellular, aus Komponenten)-
Poliomyelitis(inaktiviert)-Impfstoff
(adsorbiert, mit reduziertem
Antigengehalt)

DE/H/0215/001-002

PEI.H.02354.01.1

SANOFI WINTHROP
INDUSTRIE

DE

Repevax Injektionssuspension in einer
Fertigspritze Diphtherie-Tetanus-

DE/H/0215/001-002

PEI.H.02354.01.1

SANOFI WINTHROP
INDUSTRIE

DE
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Product Name (in authorisation
country)

MRP/DCP
Authorisation
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National Authorisation
Number

MAH of product in the

member state

Member State
where product is
authorised

Pertussis(azellular, aus Komponenten)-
Poliomyelitis(inaktiviert)-Impfstoff
(adsorbiert, mit reduziertem
Antigengehalt)

Repevax Injektionssuspension in einer
Fertigspritze Diphtherie-Tetanus-
Pertussis(azellular, aus Komponenten)-
Poliomyelitis(inaktiviert)-Impfstoff
(adsorbiert, mit reduziertem
Antigengehalt)

DE/H/0215/001-002

PEI.H.02354.01.1

SANOFI WINTHROP
INDUSTRIE

DE

Tetravac Injektionsvaeske, suspension i
fyldt injektionssprgijte.

Difteri-, tetanus-, pertussis- (acelluleer,
komponent) og poliomyelitis
(inaktiveret)

vaccine (adsorberet).

SE/H/0154/001

30186

SANOFI WINTHROP
INDUSTRIE

DK

Tetravac Injektionsvaeske, suspension i
fyldt injektionssprgite.

Difteri-, tetanus-, pertussis- (acelluleer,
komponent) og poliomyelitis
(inaktiveret)

vaccine (adsorberet).

SE/H/0154/001

30186

SANOFI WINTHROP
INDUSTRIE

DK

Tetravac Injektionsveeske, suspension i
fyldt injektionssprgijte.

Difteri-, tetanus-, pertussis- (acelluleer,
komponent) og poliomyelitis
(inaktiveret)

vaccine (adsorberet).

SE/H/0154/001

30186

SANOFI WINTHROP
INDUSTRIE

DK

Tetravac Injektionsvaeske, suspension i
fyldt injektionssprgite.

Difteri-, tetanus-, pertussis- (acelluleer,
komponent) og poliomyelitis
(inaktiveret)

vaccine (adsorberet).

SE/H/0154/001

30186

SANOFI WINTHROP
INDUSTRIE

DK

Tetravac Injektionsveeske, suspension i

SE/H/0154/001

30186

SANOFI WINTHROP

DK
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fyldt injektionssprgjte. Difteri, tetanus,
pertussis (acellulaer, komponent) og
poliomyelitis (inaktiveret) vaccine

INDUSTRIE

Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State

country) Authorisation Number member state where product is
number authorised

fyldt injektionssprgijte. INDUSTRIE

Difteri-, tetanus-, pertussis- (acelluleer,

komponent) og poliomyelitis

(inaktiveret)

vaccine (adsorberet).

Tetravac Injektionsvaeske, suspension i SE/H/0154/001 30186 SANOFI WINTHROP DK

fyldt injektionssprgijte. INDUSTRIE

Difteri-, tetanus-, pertussis- (acelluleer,

komponent) og poliomyelitis

(inaktiveret)

vaccine (adsorberet).

Tetravac Injektionsvaeske, suspension i SE/H/0154/001 30186 SANOFI WINTHROP DK

fyldt injektionssprgite. INDUSTRIE

Difteri-, tetanus-, pertussis- (acelluleer,

komponent) og poliomyelitis

(inaktiveret)

vaccine (adsorberet).

Tetravac Injektionsvaeske, suspension i SE/H/0154/001 30186 SANOFI WINTHROP DK

fyldt injektionssprgijte. INDUSTRIE

Difteri-, tetanus-, pertussis- (acellulzer,

komponent) og poliomyelitis

(inaktiveret)

vaccine (adsorberet).

Boostrix Polio, injektionsvaeske, DE/H/0466/003 49761 GLAXOSMITHKLINE PHARMA DK

suspension, fyldt injektionssprgijte A/S

Repevax, injektionsvaeske, suspension i DE/H/0215/001-002 33442 SANOFI WINTHROP DK

fyldt injektionssprgjte. Difteri, tetanus, INDUSTRIE

pertussis (acellulaer, komponent) og

poliomyelitis (inaktiveret) vaccine

(adsorberet, reduceret indhold af

antigen(er)).

Repevax, injektionsvaeske, suspension i DE/H/0215/001-002 33442 SANOFI WINTHROP DK
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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

(adsorberet, reduceret indhold af
antigen(er)).

Repevax, injektionsvaeske, suspension i
fyldt injektionssprgjte. Difteri, tetanus,
pertussis (acellulaer, komponent) og
poliomyelitis (inaktiveret) vaccine
(adsorberet, reduceret indhold af
antigen(er)).

DE/H/0215/001-002

33442

SANOFI WINTHROP
INDUSTRIE

DK

Repevax, injektionsvaeske, suspension i
fyldt injektionssprgjte. Difteri, tetanus,
pertussis (acellulaer, komponent) og
poliomyelitis (inaktiveret) vaccine
(adsorberet, reduceret indhold af
antigen(er)).

DE/H/0215/001-002

33442

SANOFI WINTHROP
INDUSTRIE

DK

Repevax, injektionsvaeske, suspension i
fyldt injektionssprgjte. Difteri, tetanus,
pertussis (acellulaer, komponent) og
poliomyelitis (inaktiveret) vaccine
(adsorberet, reduceret indhold af
antigen(er)).

DE/H/0215/001-002

33442

SANOFI WINTHROP
INDUSTRIE

DK

Repevax, injektionsvaeske, suspension i
fyldt injektionssprgjte. Difteri, tetanus,
pertussis (acellulaer, komponent) og
poliomyelitis (inaktiveret) vaccine
(adsorberet, reduceret indhold af
antigen(er)).

DE/H/0215/001-002

33442

SANOFI WINTHROP
INDUSTRIE

DK

Repevax, injektionsvaeske, suspension i
fyldt injektionssprgjte. Difteri, tetanus,
pertussis (acellulaer, komponent) og
poliomyelitis (inaktiveret) vaccine
(adsorberet, reduceret indhold af
antigen(er)).

DE/H/0215/001-002

33442

SANOFI WINTHROP
INDUSTRIE

DK

Tetraxim, slistesuspensioon sustlis
Difteeria, teetanuse, lakakoha
(atsellulaarne komponent) ja

not available

430704

SANOFI WINTHROP
INDUSTRIE

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

poliomdieliidi (inaktiveeritud) vaktsiin
(adsorbeeritud)

Tetraxim, slistesuspensioon sustlis
Difteeria, teetanuse, lakakoha
(atsellulaarne komponent) ja
poliomdieliidi (inaktiveeritud) vaktsiin
(adsorbeeritud)

not available

430704

SANOFI WINTHROP
INDUSTRIE

EE

Tetraxim, slistesuspensioon sustlis
Difteeria, teetanuse, lakakoha
(atsellulaarne komponent) ja
poliomdieliidi (inaktiveeritud) vaktsiin
(adsorbeeritud)

not available

430704

SANOFI WINTHROP
INDUSTRIE

EE

Tetraxim, slistesuspensioon sustlis
Difteeria, teetanuse, lakakoha
(atsellulaarne komponent) ja
poliomdieliidi (inaktiveeritud) vaktsiin
(adsorbeeritud)

not available

430704

SANOFI WINTHROP
INDUSTRIE

EE

Tetraxim, slistesuspensioon sustlis
Difteeria, teetanuse, lakakoha
(atsellulaarne komponent) ja
poliomdieliidi (inaktiveeritud) vaktsiin
(adsorbeeritud)

not available

430704

SANOFI WINTHROP
INDUSTRIE

EE

Tetraxim, slistesuspensioon sustlis
Difteeria, teetanuse, lakakoha
(atsellulaarne komponent) ja
poliomdieliidi (inaktiveeritud) vaktsiin
(adsorbeeritud)

not available

430704

SANOFI WINTHROP
INDUSTRIE

EE

Tetraxim, slistesuspensioon sustlis
Difteeria, teetanuse, lakakoha
(atsellulaarne komponent) ja
poliomdieliidi (inaktiveeritud) vaktsiin
(adsorbeeritud)

not available

430704

SANOFI WINTHROP
INDUSTRIE

EE

Tetraxim, slistesuspensioon sustlis
Difteeria, teetanuse, lakakoha
(atsellulaarne komponent) ja

not available

430704

SANOFI WINTHROP
INDUSTRIE

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

poliomdieliidi (inaktiveeritud) vaktsiin
(adsorbeeritud)

Difteeria, teetanuse, lakakoha
(atsellulaarne komponentvaktsiin) ja
poliomdieliidi (inaktiveeritud) vaktsiin
(adsorbeeritud).

Infanrix Polio, siistesuspensioon sustlis.

FR/H/0251/002

483205

GLAXOSMITHKLINE
BIOLOGICALS S.A.

EE

Difteeria, teetanuse, lakakoha
(atsellulaarne komponentvaktsiin) ja
poliomdieliidi (inaktiveeritud) vaktsiin
(adsorbeeritud).

Infanrix Polio, siistesuspensioon sustlis.

FR/H/0251/002

483205

GLAXOSMITHKLINE
BIOLOGICALS S.A.

EE

TETRAXIM, suspensién inyectable en

jeringa precargada,

Vacuna de difteria, tétanos, tos ferina
(componente acelular) y poliomielitis

(inactivada) (adsorbida).

HU/H/0406/001

85337

SANOFI WINTHROP
INDUSTRIE

ES

TETRAXIM, suspensién inyectable en

jeringa precargada,

Vacuna de difteria, tétanos, tos ferina
(componente acelular) y poliomielitis
(inactivada) (adsorbida).

HU/H/0406/001

85337

SANOFI WINTHROP
INDUSTRIE

ES

TETRAXIM, suspensién inyectable en

jeringa precargada,

Vacuna de difteria, tétanos, tos ferina
(componente acelular) y poliomielitis

(inactivada) (adsorbida).

HU/H/0406/001

85337

SANOFI WINTHROP
INDUSTRIE

ES

TETRAXIM, suspensién inyectable en

jeringa precargada,

Vacuna de difteria, tétanos, tos ferina
(componente acelular) y poliomielitis

(inactivada) (adsorbida).

HU/H/0406/001

85337

SANOFI WINTHROP
INDUSTRIE

ES

TETRAXIM, suspensién inyectable en
jeringa precargada,
Vacuna de difteria, tétanos, tos ferina

HU/H/0406/001

85337

SANOFI WINTHROP
INDUSTRIE

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

(componente acelular) y poliomielitis
(inactivada) (adsorbida).

TETRAXIM, suspensién inyectable en

jeringa precargada,

Vacuna de difteria, tétanos, tos ferina
(componente acelular) y poliomielitis
(inactivada) (adsorbida).

HU/H/0406/001

85337

SANOFI WINTHROP
INDUSTRIE

ES

TETRAXIM, suspensién inyectable en

jeringa precargada,

Vacuna de difteria, tétanos, tos ferina
(componente acelular) y poliomielitis

(inactivada) (adsorbida).

HU/H/0406/001

85337

SANOFI WINTHROP
INDUSTRIE

ES

Boostrix Polio suspension inyectable en
jeringa precargada Vacuna antidiftérica,
antitetanica, antitos ferina (componente
acelular), antipoliomielitis (inactivada)
(adsorbida, contenido antigénico
reducido)

DE/H/0466/003

66.462

GLAXOSMITHKLINE, S.A.

ES

TRIAXIS POLIO, suspension inyectable,
en jeringa precargada.Vacuna de
difteria, tétanos, pertussis (componente
acelular) y poliomielitis (inactivada)
(adsorbida, contenido de antigeno(s)
reducido).

DE/H/0215/001-002

84.886

SANOFI WINTHROP
INDUSTRIE

ES

TRIAXIS POLIO, suspensidn inyectable,
en jeringa precargada.Vacuna de
difteria, tétanos, pertussis (componente
acelular) y poliomielitis (inactivada)
(adsorbida, contenido de antigeno(s)
reducido).

DE/H/0215/001-002

84.886

SANOFI WINTHROP
INDUSTRIE

ES

TRIAXIS POLIO, suspension inyectable,
en jeringa precargada.Vacuna de
difteria, tétanos, pertussis (componente
acelular) y poliomielitis (inactivada)
(adsorbida, contenido de antigeno(s)

DE/H/0215/001-002

84.886

SANOFI WINTHROP
INDUSTRIE

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

reducido).

TRIAXIS POLIO, suspension inyectable,
en jeringa precargada.Vacuna de
difteria, tétanos, pertussis (componente
acelular) y poliomielitis (inactivada)
(adsorbida, contenido de antigeno(s)
reducido).

DE/H/0215/001-002

84.886

SANOFI WINTHROP
INDUSTRIE

ES

TRIAXIS POLIO, suspensidn inyectable,
en jeringa precargada.Vacuna de
difteria, tétanos, pertussis (componente
acelular) y poliomielitis (inactivada)
(adsorbida, contenido de antigeno(s)
reducido).

DE/H/0215/001-002

84.886

SANOFI WINTHROP
INDUSTRIE

ES

TRIAXIS POLIO, suspension inyectable,
en jeringa precargada.Vacuna de
difteria, tétanos, pertussis (componente
acelular) y poliomielitis (inactivada)
(adsorbida, contenido de antigeno(s)
reducido).

DE/H/0215/001-002

84.886

SANOFI WINTHROP
INDUSTRIE

ES

TRIAXIS POLIO, suspensidn inyectable,
en jeringa precargada.Vacuna de
difteria, tétanos, pertussis (componente
acelular) y poliomielitis (inactivada)
(adsorbida, contenido de antigeno(s)
reducido).

DE/H/0215/001-002

84.886

SANOFI WINTHROP
INDUSTRIE

ES

Infanrix-IPV, suspension inyectable en
jeringa precargada

Vacuna (adsorbida) antidiftérica,
antitetanica, antipertussis (componente
acelular) y antipoliomielitica
(inactivada)

FR/H/0251/002

85.671

GLAXOSMITHKLINE, S.A.

ES

Infanrix-IPV, suspension inyectable en
jeringa precargada

Vacuna (adsorbida) antidiftérica,
antitetanica, antipertussis (componente

FR/H/0251/002

85.671

GLAXOSMITHKLINE, S.A.

ES
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Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State

country) Authorisation Number member state where product is
number authorised

acelular) y antipoliomielitica

(inactivada)

Tetravac, injektioneste, suspensio, SE/H/0154/001 13676 SANOFI WINTHROP FI

esitaytetty ruisku INDUSTRIE

Kurkkumatad, jaykkakouristus, hinkuyska

(soluton, komponentti) ja polio

(inaktivoitu) -rokote

(adsorboitu)

Tetravac, injektionsvatska, suspension i SE/H/0154/001 13676 SANOFI WINTHROP FI

forfylld spruta INDUSTRIE

Vaccin mot difteri, stelkramp och

kikhosta, acellulart, komponent samt

mot polio, inaktiverat,

adsorberat.

Tetravac, injektioneste, suspensio, SE/H/0154/001 13676 SANOFI WINTHROP FI

esitaytetty ruisku INDUSTRIE

Kurkkumata, jaykkakouristus, hinkuyska

(soluton, komponentti) ja polio

(inaktivoitu) -rokote

(adsorboitu)

Tetravac, injektioneste, suspensio, SE/H/0154/001 13676 SANOFI WINTHROP FI

esitaytetty ruisku INDUSTRIE

Kurkkumatad, jaykkakouristus, hinkuyska

(soluton, komponentti) ja polio

(inaktivoitu) -rokote

(adsorboitu)

Tetravac, injektionsvatska, suspension i SE/H/0154/001 13676 SANOFI WINTHROP FI

forfylld spruta INDUSTRIE

Vaccin mot difteri, stelkramp och

kikhosta, acellulart, komponent samt

mot polio, inaktiverat,

adsorberat.

Tetravac, injektioneste, suspensio, SE/H/0154/001 13676 SANOFI WINTHROP FI

esitaytetty ruisku
Kurkkumatd, jaykkakouristus, hinkuyska

INDUSTRIE
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forfylld spruta

INDUSTRIE

Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State

country) Authorisation Number member state where product is
number authorised

(soluton, komponentti) ja polio

(inaktivoitu) -rokote

(adsorboitu)

Tetravac, injektionsvatska, suspension i SE/H/0154/001 13676 SANOFI WINTHROP FI

forfylld spruta INDUSTRIE

Vaccin mot difteri, stelkramp och

kikhosta, acellulart, komponent samt

mot polio, inaktiverat,

adsorberat.

Tetravac, injektioneste, suspensio, SE/H/0154/001 13676 SANOFI WINTHROP FI

esitaytetty ruisku INDUSTRIE

Kurkkumata, jaykkakouristus, hinkuyska

(soluton, komponentti) ja polio

(inaktivoitu) -rokote

(adsorboitu)

Tetravac, injektionsvatska, suspension i SE/H/0154/001 13676 SANOFI WINTHROP FI

forfylld spruta INDUSTRIE

Vaccin mot difteri, stelkramp och

kikhosta, acellulart, komponent samt

mot polio, inaktiverat,

adsorberat.

Tetravac, injektionsvatska, suspension i SE/H/0154/001 13676 SANOFI WINTHROP FI

forfylld spruta INDUSTRIE

Vaccin mot difteri, stelkramp och

kikhosta, acellulart, komponent samt

mot polio, inaktiverat,

adsorberat.

Tetravac, injektioneste, suspensio, SE/H/0154/001 13676 SANOFI WINTHROP FI

esitaytetty ruisku INDUSTRIE

Kurkkumatad, jaykkakouristus, hinkuyska

(soluton, komponentti) ja polio

(inaktivoitu) -rokote

(adsorboitu)

Tetravac, injektionsvatska, suspension i SE/H/0154/001 13676 SANOFI WINTHROP 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

Vaccin mot difteri, stelkramp och
kikhosta, acellulart, komponent samt
mot polio, inaktiverat,

adsorberat.

Tetravac, injektionsvdatska, suspension i
forfylld spruta

Vaccin mot difteri, stelkramp och
kikhosta, acellulart, komponent samt
mot polio, inaktiverat,

adsorberat.

SE/H/0154/001

13676

SANOFI WINTHROP
INDUSTRIE

FI

Tetravac, injektionsvatska, suspension i
forfylld spruta

Vaccin mot difteri, stelkramp och
kikhosta, acellulart, komponent samt
mot polio, inaktiverat,

adsorberat.

SE/H/0154/001

13676

SANOFI WINTHROP
INDUSTRIE

FI

Tetravac, injektioneste, suspensio,
esitaytetty ruisku

Kurkkumata, jaykkakouristus, hinkuyska
(soluton, komponentti) ja polio
(inaktivoitu) -rokote

(adsorboitu)

SE/H/0154/001

13676

SANOFI WINTHROP
INDUSTRIE

FI

Tetravac, injektioneste, suspensio,
esitaytetty ruisku

Kurkkumatad, jaykkakouristus, hinkuyska
(soluton, komponentti) ja polio
(inaktivoitu) -rokote

(adsorboitu)

SE/H/0154/001

13676

SANOFI WINTHROP
INDUSTRIE

FI

Boostrix Polio, injektionsvatska,
suspension i forfylld spruta Vaccin mot
difteri, stelkramp, kikhosta (acellulart,
komponent) och poliomyelit
(inaktiverat), adsorberat, med reducerat
antigeninnehall

DE/H/0466/003

19479

GLAXOSMITHKLINE
BIOLOGICALS S.A.

FI

Boostrix Polio, injektioneste, suspensio

DE/H/0466/003

19479

GLAXOSMITHKLINE

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

esitaytetyssa ruiskussa Kurkkumata,
jaykkakouristus, hinkuyska (soluton,
komponentti) ja polio (inaktivoitu) -
rokote (adsorboitu, véahennetty
antigeeni(en) pitoisuus)

BIOLOGICALS S.A.

Repevax, injektioneste, suspensio,
esitaytetty ruisku

Kurkkumatad, jaykkakouristus, hinkuyska
(soluton, komponentti) ja polio
(inaktivoitu) -rokote

(adsorboitu, vahennetty antigeeni(en)
pitoisuus)

DE/H/0215/001-002

17190

SANOFI WINTHROP
INDUSTRIE

FI

Repevax, injektionsvatska, suspension i
forfylld spruta

Vaccin mot difteri, stelkramp, kikhosta
(acellulart, komponent) och polio
(inaktiverat), adsorberat,

med reducerat antigeninnehall

DE/H/0215/001-002

17190

SANOFI WINTHROP
INDUSTRIE

FI

Repevax, injektionsvatska, suspension i
forfylld spruta

Vaccin mot difteri, stelkramp, kikhosta
(acellulart, komponent) och polio
(inaktiverat), adsorberat,

med reducerat antigeninnehall

DE/H/0215/001-002

17190

SANOFI WINTHROP
INDUSTRIE

FI

Repevax, injektioneste, suspensio,
esitaytetty ruisku

Kurkkumatad, jaykkakouristus, hinkuyska
(soluton, komponentti) ja polio
(inaktivoitu) -rokote

(adsorboitu, véahennetty antigeeni(en)
pitoisuus)

DE/H/0215/001-002

17190

SANOFI WINTHROP
INDUSTRIE

FI

Repevax, injektioneste, suspensio,
esitaytetty ruisku

Kurkkumata, jaykkakouristus, hinkuyska
(soluton, komponentti) ja polio

DE/H/0215/001-002

17190

SANOFI WINTHROP
INDUSTRIE

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

(inaktivoitu) -rokote
(adsorboitu, vahennetty antigeeni(en)
pitoisuus)

Repevax, injektioneste, suspensio,
esitaytetty ruisku

Kurkkumata, jaykkakouristus, hinkuyska
(soluton, komponentti) ja polio
(inaktivoitu) -rokote

(adsorboitu, vahennetty antigeeni(en)
pitoisuus)

DE/H/0215/001-002

17190

SANOFI WINTHROP
INDUSTRIE

FI

Repevax, injektionsvatska, suspension i
forfylld spruta

Vaccin mot difteri, stelkramp, kikhosta
(acellulart, komponent) och polio
(inaktiverat), adsorberat,

med reducerat antigeninnehall

DE/H/0215/001-002

17190

SANOFI WINTHROP
INDUSTRIE

FI

Repevax, injektionsvatska, suspension i
forfylld spruta

Vaccin mot difteri, stelkramp, kikhosta
(acellulart, komponent) och polio
(inaktiverat), adsorberat,

med reducerat antigeninnehall

DE/H/0215/001-002

17190

SANOFI WINTHROP
INDUSTRIE

FI

Repevax, injektionsvatska, suspension i
forfylld spruta

Vaccin mot difteri, stelkramp, kikhosta
(acellulart, komponent) och polio
(inaktiverat), adsorberat,

med reducerat antigeninnehall

DE/H/0215/001-002

17190

SANOFI WINTHROP
INDUSTRIE

FI

Repevax, injektionsvatska, suspension i
forfylld spruta

Vaccin mot difteri, stelkramp, kikhosta
(acellulart, komponent) och polio
(inaktiverat), adsorberat,

med reducerat antigeninnehall

DE/H/0215/001-002

17190

SANOFI WINTHROP
INDUSTRIE

FI

Repevax, injektioneste, suspensio,

DE/H/0215/001-002

17190

SANOFI WINTHROP

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

esitaytetty ruisku

Kurkkumata, jaykkakouristus, hinkuyska
(soluton, komponentti) ja polio
(inaktivoitu) -rokote

(adsorboitu, véahennetty antigeeni(en)
pitoisuus)

INDUSTRIE

Repevax, injektioneste, suspensio,
esitaytetty ruisku

Kurkkumata, jaykkakouristus, hinkuyska
(soluton, komponentti) ja polio
(inaktivoitu) -rokote

(adsorboitu, véahennetty antigeeni(en)
pitoisuus)

DE/H/0215/001-002

17190

SANOFI WINTHROP
INDUSTRIE

FI

Repevax, injektioneste, suspensio,
esitaytetty ruisku

Kurkkumata, jaykkakouristus, hinkuyska
(soluton, komponentti) ja polio
(inaktivoitu) -rokote

(adsorboitu, vahennetty antigeeni(en)
pitoisuus)

DE/H/0215/001-002

17190

SANOFI WINTHROP
INDUSTRIE

FI

Repevax, injektionsvatska, suspension i
forfylld spruta

Vaccin mot difteri, stelkramp, kikhosta
(acellulart, komponent) och polio
(inaktiverat), adsorberat,

med reducerat antigeninnehall

DE/H/0215/001-002

17190

SANOFI WINTHROP
INDUSTRIE

FI

Infanrix-Polio injektionsvatska,
suspension i forfylld spruta. Vaccin mot
difteri, stelkramp och kikhosta,
acellulart, komponent samt mot polio,
inaktiverat, adsorberat.

FR/H/0251/002

20846

GLAXOSMITHKLINE
BIOLOGICALS S.A.

FI

TETRAXIM, suspension injectable en
seringue préremplie

Vaccin diphtérique, tétanique,
coguelucheux acellulaire et

not available

34009 302 801 8 8

SANOFI WINTHROP
INDUSTRIE

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

poliomyélitique (inactivé), adsorbé

TETRAXIM, suspension injectable en
seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux acellulaire et
poliomyélitique (inactivé), adsorbé

not available

34009 30280195

SANOFI WINTHROP
INDUSTRIE

FR

TETRAXIM, suspension injectable en
seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux acellulaire et
poliomyélitique (inactivé), adsorbé

not available

34009 347 8239 8

SANOFI WINTHROP
INDUSTRIE

FR

TETRAXIM, suspension injectable en
seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux acellulaire et
poliomyélitique (inactivé), adsorbé

not available

34009 391 896 8 0

SANOFI WINTHROP
INDUSTRIE

FR

TETRAXIM, suspension injectable en
seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux acellulaire et
poliomyélitique (inactivé), adsorbé

not available

34009 348 2229 2

SANOFI WINTHROP
INDUSTRIE

FR

TETRAXIM, suspension injectable en
seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux acellulaire et
poliomyélitique (inactivé), adsorbé

not available

34009 359667 7 3

SANOFI WINTHROP
INDUSTRIE

FR

TETRAXIM, suspension injectable en
seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux acellulaire et
poliomyélitique (inactivé), adsorbé

not available

34009 359 668 3 4

SANOFI WINTHROP
INDUSTRIE

FR

TETRAXIM, suspension injectable en
seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux acellulaire et

not available

34009 368 7517 3

SANOFI WINTHROP
INDUSTRIE

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

poliomyélitique (inactivé), adsorbé

TETRAXIM, suspension injectable en
seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux acellulaire et
poliomyélitique (inactivé), adsorbé

not available

34009 368 752 3 4

SANOFI WINTHROP
INDUSTRIE

FR

TETRAXIM, suspension injectable en
seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux acellulaire et
poliomyélitique (inactivé), adsorbé

not available

34009 39189741

SANOFI WINTHROP
INDUSTRIE

FR

TETRAVAC-ACELLULAIRE, suspension
injectable en seringue préremplie Vaccin
diphtérique, tétanique, coquelucheux
acellulaire et poliomyélitique (inactivé),
adsorbé

not available

34009 360 647 6 8

SANOFI WINTHROP
INDUSTRIE

FR

TETRAVAC-ACELLULAIRE, suspension
injectable en seringue préremplie Vaccin
diphtérique, tétanique, coquelucheux
acellulaire et poliomyélitique (inactivé),
adsorbé

not available

34009 348 221 2 4

SANOFI WINTHROP
INDUSTRIE

FR

TETRAVAC-ACELLULAIRE, suspension
injectable en seringue préremplie Vaccin
diphtérique, tétanique, coquelucheux
acellulaire et poliomyélitique (inactivé),
adsorbé

not available

34009 360 644 7 8

SANOFI WINTHROP
INDUSTRIE

FR

TETRAVAC-ACELLULAIRE, suspension
injectable en seringue préremplie Vaccin
diphtérique, tétanique, coquelucheux
acellulaire et poliomyélitique (inactivé),
adsorbé

not available

34009 360 645 3 9

SANOFI WINTHROP
INDUSTRIE

FR

TETRAVAC-ACELLULAIRE, suspension
injectable en seringue préremplie Vaccin
diphtérique, tétanique, coquelucheux
acellulaire et poliomyélitique (inactivé),

not available

34009 348 22353

SANOFI WINTHROP
INDUSTRIE

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

adsorbé

TETRAVAC-ACELLULAIRE, suspension
injectable en seringue préremplie Vaccin
diphtérique, tétanique, coquelucheux
acellulaire et poliomyélitique (inactivé),
adsorbé

not available

34009 351 668 4 5

SANOFI WINTHROP
INDUSTRIE

FR

TETRAVAC-ACELLULAIRE, suspension
injectable en seringue préremplie Vaccin
diphtérique, tétanique, coquelucheux
acellulaire et poliomyélitique (inactivé),
adsorbé

not available

34009 368 746 3 3

SANOFI WINTHROP
INDUSTRIE

FR

TETRAVAC-ACELLULAIRE, suspension
injectable en seringue préremplie Vaccin
diphtérique, tétanique, coquelucheux
acellulaire et poliomyélitique (inactivé),
adsorbé

not available

34009 368 748 6 2

SANOFI WINTHROP
INDUSTRIE

FR

TETRAVAC-ACELLULAIRE, suspension
injectable en seringue préremplie Vaccin
diphtérique, tétanique, coquelucheux
acellulaire et poliomyélitique (inactivé),
adsorbé

not available

34009 368 749 2 3

SANOFI WINTHROP
INDUSTRIE

FR

TETRAVAC-ACELLULAIRE, suspension
injectable en seringue préremplie Vaccin
diphtérique, tétanique, coquelucheux
acellulaire et poliomyélitique (inactivé),
adsorbé

not available

34009 368 750 0 5

SANOFI WINTHROP
INDUSTRIE

FR

BOOSTRIXTETRA, suspension injectable
en seringue préremplie.

Vaccin diphtérique, tétanique,
coquelucheux (acellulaire multicomposé)
et poliomyélitique (inactivé), (adsorbé, a
teneur réduite en antigénes)

DE/H/0466/003

6 240 479 3

LABORATOIRE
GLAXOSMITHKLINE

FR

BOOSTRIXTETRA, suspension injectable
en seringue préremplie.
Vaccin diphtérique, tétanique,

DE/H/0466/003

6 240 479 3

LABORATOIRE
GLAXOSMITHKLINE

FR
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Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State

country) Authorisation Number member state where product is
number authorised

coquelucheux (acellulaire multicomposé)

et

poliomyélitique (inactivé), (adsorbé, a

teneur réduite en antigénes)

BOOSTRIXTETRA, suspension injectable DE/H/0466/003 6 240 479 3 LABORATOIRE FR

en seringue préremplie. GLAXOSMITHKLINE

Vaccin diphtérique, tétanique,

coquelucheux (acellulaire multicomposé)

et

poliomyélitique (inactivé), (adsorbé, a

teneur réduite en antigénes)

BOOSTRIXTETRA, suspension injectable DE/H/0466/003 6 240 479 3 LABORATOIRE FR

en seringue préremplie. GLAXOSMITHKLINE

Vaccin diphtérique, tétanique,

coquelucheux (acellulaire multicomposé)

et poliomyélitique (inactivé), (adsorbé, a

teneur réduite en antigénes)

BOOSTRIXTETRA, suspension injectable DE/H/0466/003 6 240 479 3 LABORATOIRE FR

en seringue préremplie. GLAXOSMITHKLINE

Vaccin diphtérique, tétanique,

coquelucheux (acellulaire multicomposé)

et poliomyélitique (inactivé), (adsorbé, a

teneur réduite en antigénes)

BOOSTRIXTETRA, suspension injectable DE/H/0466/003 6 240 479 3 LABORATOIRE FR

en seringue préremplie. GLAXOSMITHKLINE

Vaccin diphtérique, tétanique,

coquelucheux (acellulaire multicomposé)

et poliomyélitique (inactivé), (adsorbé, a

teneur réduite en antigens)

REPEVAX, suspension injectable en DE/H/0215/001-002 34009 368 740 5 3 SANOFI WINTHROP FR

seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux (acellulaire,
multicomposé) et poliomyélitique
(inactivé), (adsorbé, a teneur réduite en

INDUSTRIE
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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

antigene(s))

REPEVAX, suspension injectable en
seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux (acellulaire,
multicomposé) et poliomyélitique
(inactivé), (adsorbé, a teneur réduite en
antigéne(s))

DE/H/0215/001-002

34009 36873971

SANOFI WINTHROP
INDUSTRIE

FR

REPEVAX, suspension injectable en
seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux (acellulaire,
multicomposé) et poliomyélitique
(inactivé), (adsorbé, a teneur réduite en
antigéne(s))

DE/H/0215/001-002

34009 368 738 0 3

SANOFI WINTHROP
INDUSTRIE

FR

REPEVAX, suspension injectable en
seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux (acellulaire,
multicomposé) et poliomyélitique
(inactivé), (adsorbé, a teneur réduite en
antigéne(s))

DE/H/0215/001-002

34009 368 737 4 2

SANOFI WINTHROP
INDUSTRIE

FR

REPEVAX, suspension injectable en
seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux (acellulaire,
multicomposé) et poliomyélitique
(inactivé), (adsorbé, a teneur réduite en
antigéne(s))

DE/H/0215/001-002

34009 359 644 7 2

SANOFI WINTHROP
INDUSTRIE

FR

REPEVAX, suspension injectable en
seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux (acellulaire,
multicomposé) et poliomyélitique
(inactivé), (adsorbé, a teneur réduite en

DE/H/0215/001-002

34009 359643 0 4

SANOFI WINTHROP
INDUSTRIE

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

antigene(s))

REPEVAX, suspension injectable en
seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux (acellulaire,
multicomposé) et poliomyélitique
(inactivé), (adsorbé, a teneur réduite en
antigéne(s))

DE/H/0215/001-002

34009 359-642 4 3

SANOFI WINTHROP
INDUSTRIE

FR

INFANRIXTETRA, suspension injectable
en seringue préremplie Vaccin
diphtérique, tétanique, coquelucheux
acellulaire, poliomyélitique inactivé,
adsorbé

FR/H/0251/002

6977 7706

LABORATOIRE
GLAXOSMITHKLINE

FR

Tetravac, evéoiyo evalwpnua os
npoyeWIoUEvn ouplyya
MNpoopo@nuevo guBoOAIo dipBepiTIdag,
TETAVOU, KOKKUTN (AKUTTAPIKO,
ouaTaTikd) Kal NoAIOJUEAITIOACg
(adpavonoinuévo).

SE/H/0154/001

12029/31-1-2025

SANOFI WINTHROP
INDUSTRIE

GR

Tetravac, evéoIo evaimpnua o€
npoyePIouEvn olUplyya
MNpoopo@nuevo guBoOAIo dipBepiTidag,
TETAVOU, KOKKUTN (aKUTTApPIKO,
OUOTATIKO) Kal MOAIOHUEAITIOAG
(adpavonoinuévo).

SE/H/0154/001

12029/31-1-2025

SANOFI WINTHROP
INDUSTRIE

GR

Tetravac, evéoiyo evalwpnua os
npoyeIouEVn olUplyya
MNpoopo@nuevo gPBOAIO dIPBEePITIOAC,
TETAVOU, KOKKUTN (AKUTTAPIKO,
ouaTaTikd) Kal NoAIOJUEAITIOACg
(adpavonoinuévo).

SE/H/0154/001

12029/31-1-2025

SANOFI WINTHROP
INDUSTRIE

GR

Tetravac, evéoiyo evalwpnua og
npoyeuIoPevn ouplyya
MNpoopo@nuevo guBoOAIo dipBepiTIdag,
TETAVOU, KOKKUTN (AKUTTAPIKO,

SE/H/0154/001

12029/31-1-2025

SANOFI WINTHROP
INDUSTRIE

GR
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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

OUOTATIKO) Kal MOAIOHUEAITIOAG
(adpavonoinuévo).

Tetravac, evéoio evai®pnua o€
npoyePIouEvn olUplyya
MNpoopo@nuevo sPBOAIO dIPBEepPITIOAC,
TETAVOU, KOKKUTN (AKUTTAPIKO,
OUOTATIKO) Kal MOAIOHUEAITIOAG
(adpavonoinuévo).

SE/H/0154/001

12029/31-1-2025

SANOFI WINTHROP
INDUSTRIE

GR

Tetravac, evéoiyo evalwpnua os
npoyeWIoUEvn ouplyya
MNpoopo@nuevo guBoOAIo dipBepiTIdag,
TETAVOU, KOKKUTN (AKUTTAPIKO,
ouaTaTikd) Kal NoAIOJUEAITIOACg
(adpavonoinuévo).

SE/H/0154/001

12029/31-1-2025

SANOFI WINTHROP
INDUSTRIE

GR

Tetravac, evéoIo evaimpnua o€
npoyePIouEvn olUplyya
MNpoopo@nuevo guBoOAio dipBepiTidag,
TETAVOU, KOKKUTN (aKUTTApPIKO,
OUOTATIKO) Kal MOAIOHUEAITIOAG
(adpavonoinuévo).

SE/H/0154/001

12029/31-1-2025

SANOFI WINTHROP
INDUSTRIE

GR

Tetravac, evéoiyo evalwpnua os
npoyeIouEVn olUplyya
MNpoopo@nuevo gPBOAIO dIPBEepPITIOAC,
TETAVOU, KOKKUTN (AKUTTAPIKO,
ouaTaTikd) Kal NoAIOJUEAITIOACg
(adpavonoinuévo).

SE/H/0154/001

12029/31-1-2025

SANOFI WINTHROP
INDUSTRIE

GR

Boostrix Polio evéoigo evaiwpnua oe
npoyeuIoPevn ouplyya

EuBOAIO (Mpoopo®npévo, HEIWHEVO
nepiexopevo o avtiyovo(a)
d1pBepiTIdacg, TeTavou,

KOKKUTN (akuTTapikd ouoTaTtiko) Kai
noAlopueAiTidag (adpavonoinuévo).

DE/H/0466/003

2650601

GLAXOSMITHKLINE SINGLE
MEMBER A.E.B.E.

GR

REPEVAX, €VECIMO Eval®pnua, o€
NpoyYEUIOUEVN oUplyyad

DE/H/0215/001-002

1041/13-01-2025

SANOFI WINTHROP
INDUSTRIE

GR
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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

EpBOAIo AipBepiTIdag, TeTavou, KokkUTN
(akuTTapikd, CUCTATIKO) Kal
MoAlopueAiTIdag (adpavonoinuevo),
(NpOoCPOPNUEVO, HEIWHEVNG
NEPIEKTIKOTNTAC AVTIYOVOU (wV))

REPEVAX, €VECIMO Eval®pnua, o€
npoyePIoPEVN oUplyya

EuBOAIO AIpBepiTidag, Tetdvou, KokkUTn
(akuTTapikd, CUCTATIKO) Kal
MoAlopueAiTIdag (adpavonoinuevo),
(NpOCPOPNUEVO, HEIWHEVNG
NEPIEKTIKOTNTAC AVTIYOVOoU (wV))

DE/H/0215/001-002

1041/13-01-2025

SANOFI WINTHROP
INDUSTRIE

GR

REPEVAX, evéaido evalwpnuad, o<
npoyePIouEvn olUplyya

EuBOAIO AipBepiTidag, TeTdvou, KokkUTn
(akuTTapikd, CUCTATIKO) Kal
MoAlopueAiTIdag (adpavonoinuevo),
(NpoCPOPNUEVO, HEIWHEVNG
NEPIEKTIKOTNTAC avTiyovou (wv))

DE/H/0215/001-002

1041/13-01-2025

SANOFI WINTHROP
INDUSTRIE

GR

REPEVAX, evéaido evalwpnuad, o<
npoyePIouEvn olUplyya

EuBOAIO AlpBepiTidag, Tetdvou, KokkUTn
(akuTTapikd, CUCTATIKO) Kal
MoAlopueAiTidag (adpavonoinuévo),
(NPOOPOPNUEVO, HEIWHEVNG
NEPIEKTIKOTNTAC avTiyovou (wv))

DE/H/0215/001-002

1041/13-01-2025

SANOFI WINTHROP
INDUSTRIE

GR

REPEVAX, evéaido evalwpnuad, o<
npoyePIouEvn olUplyya

EpBOAIo AipBepiTIdag, TeTavou, KokkUTN
(akuTTapikd, oUCTATIKO) Kal
MoAlopueAiTidag (adpavonoinuévo),
(NPOOPOPNUEVO, HEIWHEVNG
NEPIEKTIKOTNTAC avTiyovou (wv))

DE/H/0215/001-002

1041/13-01-2025

SANOFI WINTHROP
INDUSTRIE

GR

REPEVAX, €VECIMO Eval®pnua, o€
NpoyYEUIOUEVN oUplyyad

DE/H/0215/001-002

1041/13-01-2025

SANOFI WINTHROP
INDUSTRIE

GR
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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

EpBOAIo AipBepiTIdag, TeTavou, KokkUTN
(akuTTapikd, CUCTATIKO) Kal
MoAlopueAiTIdag (adpavonoinuevo),
(NpOoCPOPNUEVO, HEIWHEVNG
NEPIEKTIKOTNTAC AVTIYOVOU (wV))

REPEVAX, €VECIMO Eval®pnua, o€
npoyePIoPEVN oUplyya

EuBOAIO AIpBepiTidag, Tetdvou, KokkUTn
(akuTTapikd, CUCTATIKO) Kal
MoAlopueAiTIdag (adpavonoinuevo),
(NpOCPOPNUEVO, HEIWHEVNG
NEPIEKTIKOTNTAC AVTIYOVOoU (wV))

DE/H/0215/001-002

1041/13-01-2025

SANOFI WINTHROP
INDUSTRIE

GR

Infanrix Tetra, evéoigo evaiwpnua o€
npoyeiouevn ouplyya EpBoAio
(npoopopnuEvo) dipBepiTIdAC, TETAVOU,
KOKKUTN (aKUTTapikd ouoTarikd) Kai
noAIOPUEAITIDAC (adpavonoinuevnc).

FR/H/0251/002

2682901

GLAXOSMITHKLINE SINGLE
MEMBER A.E.B.E.

GR

Infanrix Tetra, evéoipo evaiwpnua o€
npoyeiouevn ouplyya EpBoAio
(npoopopnuEvo) dipBepiTIdAC, TETAVOU,
KOKKUTN (aKUTTapikd ouoTarikd) Kai
noAIOPUEAITIDAC (adpavonoinuevnc).

FR/H/0251/002

2682901

GLAXOSMITHKLINE SINGLE
MEMBER A.E.B.E.

GR

Infanrix Tetra, evéoigo evaiwpnua o€
npoyeiouevn ouplyya EpBoAio
(npoopopnuEvo) dipBepiTIdAC, TETAVOU,
KOKKUTN (aKUTTapikd ouoTarikd) Kai
noAIoPUEAITIDAC (adpavonoinuevnc).

FR/H/0251/002

2682901

GLAXOSMITHKLINE SINGLE
MEMBER A.E.B.E.

GR

Infanrix Tetra, evéoipo evaiwpnua o€
npoyePIouEvn olUplyya

EuBOAIO (Npoopopnuévo) dipBepiTidag,
TETAVOU, KOKKUTN (AKUTTAPIKO
ouaTaTikd) Kal NoAIOJUEAITIOACg
(adpavonoinuévng).

FR/H/0251/002

2682901

GLAXOSMITHKLINE SINGLE
MEMBER A.E.B.E.

GR

TETRAXIM, suspenzija za injekciju u
napunjenoj strcaljki

HU/H/0406/001

HR-H-185201369-07

SANOFI WINTHROP
INDUSTRIE

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

cjepivo protiv difterije, tetanusa,
hripavca (nestani¢no, komponentno) i
poliomijelitisa (inaktivirano),
adsorbirano

TETRAXIM, suspenzija za injekciju u
napunjenoj strcaljki

cjepivo protiv difterije, tetanusa,
hripavca (nestani¢no, komponentno) i
poliomijelitisa (inaktivirano),
adsorbirano

HU/H/0406/001

HR-H-185201369-08

SANOFI WINTHROP
INDUSTRIE

HR

TETRAXIM, suspenzija za injekciju u
napunjenoj strcaljki

cjepivo protiv difterije, tetanusa,
hripavca (nestani¢no, komponentno) i
poliomijelitisa (inaktivirano),
adsorbirano

HU/H/0406/001

HR-H-185201369-06

SANOFI WINTHROP
INDUSTRIE

HR

TETRAXIM, suspenzija za injekciju u
napunjenoj strcaljki

cjepivo protiv difterije, tetanusa,
hripavca (nestani¢no, komponentno) i
poliomijelitisa (inaktivirano),
adsorbirano

HU/H/0406/001

HR-H-185201369-01

SANOFI WINTHROP
INDUSTRIE

HR

TETRAXIM, suspenzija za injekciju u
napunjenoj strcaljki

cjepivo protiv difterije, tetanusa,
hripavca (nestani¢no, komponentno) i
poliomijelitisa (inaktivirano),
adsorbirano

HU/H/0406/001

HR-H-185201369-02

SANOFI WINTHROP
INDUSTRIE

HR

TETRAXIM, suspenzija za injekciju u
napunjenoj strcaljki

cjepivo protiv difterije, tetanusa,
hripavca (nestani¢no, komponentno) i
poliomijelitisa (inaktivirano),
adsorbirano

HU/H/0406/001

HR-H-185201369-05

SANOFI WINTHROP
INDUSTRIE

HR

TETRAXIM, suspenzija za injekciju u

HU/H/0406/001

HR-H-185201369-03

SANOFI WINTHROP

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

napunjenoj strcaljki

cjepivo protiv difterije, tetanusa,
hripavca (nestani¢no, komponentno) i
poliomijelitisa (inaktivirano),
adsorbirano

INDUSTRIE

TETRAXIM, suspenzija za injekciju u
napunjenoj strcaljki

cjepivo protiv difterije, tetanusa,
hripavca (nestani¢no, komponentno) i
poliomijelitisa (inaktivirano),
adsorbirano

HU/H/0406/001

HR-H-185201369-04

SANOFI WINTHROP
INDUSTRIE

HR

Tetraxim szuszpenzids injekcid
el6retoltott fecskendbben
diftéria, tetanusz, pertusszisz
(sejtmentes komponens) és
poliomielitisz (inaktivalt) vakcina
(adszorbedlt)

HU/H/0406/001

OGYI-T-9452/08

SANOFI WINTHROP
INDUSTRIE

HU

Tetraxim szuszpenzids injekcid
el6retoltott fecskendGben
diftéria, tetanusz, pertusszisz
(sejtmentes komponens) és
poliomielitisz (inaktivalt) vakcina
(adszorbealt)

HU/H/0406/001

OGYI-T-9452/06

SANOFI WINTHROP
INDUSTRIE

HU

Tetraxim szuszpenzids injekcid
el6retoltott fecskenddben
diftéria, tetanusz, pertusszisz
(sejtmentes komponens) és
poliomielitisz (inaktivalt) vakcina
(adszorbealt)

HU/H/0406/001

OGYI-T-9452/07

SANOFI WINTHROP
INDUSTRIE

HU

Tetraxim szuszpenzids injekcid
el6retoltott fecskendGben
diftéria, tetanusz, pertusszisz
(sejtmentes komponens) és
poliomielitisz (inaktivalt) vakcina
(adszorbedlt)

HU/H/0406/001

OGYI-T-9452/01

SANOFI WINTHROP
INDUSTRIE

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

Tetraxim szuszpenzids injekcid
el6retoltott fecskendbben
diftéria, tetanusz, pertusszisz
(sejtmentes komponens) és
poliomielitisz (inaktivalt) vakcina
(adszorbealt)

HU/H/0406/001

OGYI-T-9452/02

SANOFI WINTHROP
INDUSTRIE

HU

Tetraxim szuszpenzids injekcid
el6retoltott fecskendbben
diftéria, tetanusz, pertusszisz
(sejtmentes komponens) és
poliomielitisz (inaktivalt) vakcina
(adszorbedlt)

HU/H/0406/001

OGYI-T-9452/03

SANOFI WINTHROP
INDUSTRIE

HU

Tetraxim szuszpenzids injekcid
el6retoltott fecskendGben
diftéria, tetanusz, pertusszisz
(sejtmentes komponens) és
poliomielitisz (inaktivalt) vakcina
(adszorbealt)

HU/H/0406/001

OGYI-T-9452/04

SANOFI WINTHROP
INDUSTRIE

HU

Tetraxim szuszpenzids injekcid
el6retoltott fecskendbben
diftéria, tetanusz, pertusszisz
(sejtmentes komponens) és
poliomielitisz (inaktivalt) vakcina
(adszorbealt)

HU/H/0406/001

OGYI-T-9452/05

SANOFI WINTHROP
INDUSTRIE

HU

Boostrix Polio szuszpenzids injekcid
el6retoltott fecskend6ben diphtheria,
tetanus, pertussis (acellularis 6sszetevo)
és (inaktivalt) poliomyelitis vakcina
(adszorbealt, csbkkentett antigén
tartalmu)

DE/H/0466/003

OGYI-T-20497/02

GLAXOSMITHKLINE
BIOLOGICALS S.A.

HU

Boostrix Polio szuszpenzids injekcio
el6retoltott fecskendbben diphtheria,
tetanus, pertussis (acellularis 6sszetevo)
és (inaktivalt) poliomyelitis vakcina
(adszorbedlt, csokkentett antigén

DE/H/0466/003

OGYI-T-20497/03

GLAXOSMITHKLINE
BIOLOGICALS S.A.

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

tartalmu)

Boostrix Polio szuszpenzids injekcio
el6retoltott fecskendbében diphtheria,
tetanus, pertussis (acellularis 6sszetevo)
és (inaktivalt) poliomyelitis vakcina
(adszorbealt, csbkkentett antigén
tartalmu)

DE/H/0466/003

OGYI-T-20497/04

GLAXOSMITHKLINE
BIOLOGICALS S.A.

HU

Boostrix Polio szuszpenzids injekcid
el6retoltott fecskend6ben diphtheria,
tetanus, pertussis (acellularis 6sszetevo)
és (inaktivalt) poliomyelitis vakcina
(adszorbealt, csbkkentett antigén
tartalmu)

DE/H/0466/003

OGYI-T-20497/07

GLAXOSMITHKLINE
BIOLOGICALS S.A.

HU

Boostrix Polio szuszpenzids injekcio
el6retoltott fecskendbben diphtheria,
tetanus, pertussis (acellularis 6sszetevo)
és (inaktivalt) poliomyelitis vakcina
(adszorbedlt, csokkentett antigén
tartalmu)

DE/H/0466/003

OGYI-T-20497/08

GLAXOSMITHKLINE
BIOLOGICALS S.A.

HU

Boostrix Polio szuszpenzids injekcid
el6retoltott fecskend6ben diphtheria,
tetanus, pertussis (acellularis 6sszetevo)
és (inaktivalt) poliomyelitis vakcina
(adszorbealt, csbkkentett antigén
tartalmu)

DE/H/0466/003

OGYI-T-20497/01

GLAXOSMITHKLINE
BIOLOGICALS S.A.

HU

ADACEL POLIO szuszpenzids injekcio
el6retoltott fecskendbben Diftéria,
tetanusz, pertusszisz (sejtmentes
alegység) és poliomielitisz (inaktivalt)
vakcina (adszorbealt, cstkkentett
antigéntartalmu)

DE/H/0215/001-002

OGYI-T-23632/01

SANOFI WINTHROP
INDUSTRIE

HU

ADACEL POLIO szuszpenzids injekcio
eloretoltott fecskendbben Diftéria,
tetanusz, pertusszisz (sejtmentes
alegység) és poliomielitisz (inaktivalt)

DE/H/0215/001-002

OGYI-T-23632/02

SANOFI WINTHROP
INDUSTRIE

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

vakcina (adszorbealt, csokkentett
antigéntartalmu)

ADACEL POLIO szuszpenzios injekcid
el6retoltott fecskendbben Diftéria,
tetanusz, pertusszisz (sejtmentes
alegység) és poliomielitisz (inaktivalt)
vakcina (adszorbealt, csokkentett
antigéntartalmu)

DE/H/0215/001-002

OGYI-T-23632/03

SANOFI WINTHROP
INDUSTRIE

HU

ADACEL POLIO szuszpenzids injekcio
eloretoltott fecskendbben Diftéria,
tetanusz, pertusszisz (sejtmentes
alegység) és poliomielitisz (inaktivalt)
vakcina (adszorbealt, cstkkentett
antigéntartalmu)

DE/H/0215/001-002

OGYI-T-23632/04

SANOFI WINTHROP
INDUSTRIE

HU

ADACEL POLIO szuszpenzios injekcid
eléretoltott fecskendbben Diftéria,
tetanusz, pertusszisz (sejtmentes
alegység) és poliomielitisz (inaktivalt)
vakcina (adszorbealt, csokkentett
antigéntartalmu)

DE/H/0215/001-002

OGYI-T-23632/05

SANOFI WINTHROP
INDUSTRIE

HU

ADACEL POLIO szuszpenzids injekcio
el6retoltott fecskendbben Diftéria,
tetanusz, pertusszisz (sejtmentes
alegység) és poliomielitisz (inaktivalt)
vakcina (adszorbealt, cstkkentett
antigéntartalmu)

DE/H/0215/001-002

OGYI-T-23632/06

SANOFI WINTHROP
INDUSTRIE

HU

ADACEL POLIO szuszpenzids injekcio
eloretoltott fecskendbben Diftéria,
tetanusz, pertusszisz (sejtmentes
alegység) és poliomielitisz (inaktivalt)
vakcina (adszorbealt, csokkentett
antigéntartalmu)

DE/H/0215/001-002

OGYI-T-23632/07

SANOFI WINTHROP
INDUSTRIE

HU

Infanrix IPV szuszpenzids injekcio
eléretoltott fecskend6ben Kombinalt
diphtheria, tetanus, acellularis pertussis,

FR/H/0251/002

OGYI-T-20352/02

GLAXOSMITHKLINE
BIOLOGICALS S.A.

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 poliomyelitis adszorbealt
vakcina

Infanrix IPV szuszpenzids injekcio
el6retoltott fecskend6ben Kombinalt
diphtheria, tetanus, acellularis pertussis,
inaktivalt poliomyelitis adszorbealt
vakcina

FR/H/0251/002

OGYI-T-20352/05

GLAXOSMITHKLINE
BIOLOGICALS S.A.

HU

Infanrix IPV szuszpenzids injekcio
el6retoltott fecskend6ben Kombinalt
diphtheria, tetanus, acellularis pertussis,
inaktivalt poliomyelitis adszorbealt
vakcina

FR/H/0251/002

OGYI-T-20352/06

GLAXOSMITHKLINE
BIOLOGICALS S.A.

HU

Infanrix IPV szuszpenzids injekcio
el6retoltott fecskend6ben Kombinalt
diphtheria, tetanus, acellularis pertussis,
inaktivalt poliomyelitis adszorbealt
vakcina

FR/H/0251/002

OGYI-T-20352/01

GLAXOSMITHKLINE
BIOLOGICALS S.A.

HU

Tetravac, suspension for injection in
prefilled syringe

Diphtheria, tetanus, pertussis (acellular,
component) and poliomyelitis
(inactivated) vaccine,

(adsorbed).

SE/H/0154/001

PA 23458/007/001

SANOFI WINTHROP
INDUSTRIE

IE

Tetravac, suspension for injection in
prefilled syringe

Diphtheria, tetanus, pertussis (acellular,
component) and poliomyelitis
(inactivated) vaccine,

(adsorbed).

SE/H/0154/001

PA 23458/007/001

SANOFI WINTHROP
INDUSTRIE

IE

Tetravac, suspension for injection in
prefilled syringe

Diphtheria, tetanus, pertussis (acellular,
component) and poliomyelitis
(inactivated) vaccine,

(adsorbed).

SE/H/0154/001

PA 23458/007/001

SANOFI WINTHROP
INDUSTRIE

IE
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pre-filled syringe Diphtheria, tetanus,
pertussis (acellular, component) and
poliomyelitis (inactivated) vaccine
(adsorbed, reduced antigen(s) content

(IRELAND) LIMITED

Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State

country) Authorisation Number member state where product is
number authorised

Tetravac, suspension for injection in SE/H/0154/001 PA 23458/007/001 SANOFI WINTHROP 1E

prefilled syringe INDUSTRIE

Diphtheria, tetanus, pertussis (acellular,

component) and poliomyelitis

(inactivated) vaccine,

(adsorbed).

Tetravac, suspension for injection in SE/H/0154/001 PA 23458/007/001 SANOFI WINTHROP 1E

prefilled syringe INDUSTRIE

Diphtheria, tetanus, pertussis (acellular,

component) and poliomyelitis

(inactivated) vaccine,

(adsorbed).

Tetravac, suspension for injection in SE/H/0154/001 PA 23458/007/001 SANOFI WINTHROP IE

prefilled syringe INDUSTRIE

Diphtheria, tetanus, pertussis (acellular,

component) and poliomyelitis

(inactivated) vaccine,

(adsorbed).

Tetravac, suspension for injection in SE/H/0154/001 PA 23458/007/001 SANOFI WINTHROP 1E

prefilled syringe INDUSTRIE

Diphtheria, tetanus, pertussis (acellular,

component) and poliomyelitis

(inactivated) vaccine,

(adsorbed).

Tetravac, suspension for injection in SE/H/0154/001 PA 23458/007/001 SANOFI WINTHROP IE

prefilled syringe INDUSTRIE

Diphtheria, tetanus, pertussis (acellular,

component) and poliomyelitis

(inactivated) vaccine,

(adsorbed).

IPV-Boostrix suspension for injection in DE/H/0466/003 PA 1077/101/001 GLAXOSMITHKLINE IE
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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

IPV-Boostrix suspension for injection in
pre-filled syringe Diphtheria, tetanus,
pertussis (acellular, component) and
poliomyelitis (inactivated) vaccine
(adsorbed, reduced antigen(s) content

DE/H/0466/003

PA 1077/101/001

GLAXOSMITHKLINE
(IRELAND) LIMITED

IE

IPV-Boostrix suspension for injection in
pre-filled syringe Diphtheria, tetanus,
pertussis (acellular, component) and
poliomyelitis (inactivated) vaccine
(adsorbed, reduced antigen(s) content

DE/H/0466/003

PA 1077/101/001

GLAXOSMITHKLINE
(IRELAND) LIMITED

IE

IPV-Boostrix suspension for injection in
pre-filled syringe Diphtheria, tetanus,
pertussis (acellular, component) and
poliomyelitis (inactivated) vaccine
(adsorbed, reduced antigen(s) content

DE/H/0466/003

PA 1077/101/001

GLAXOSMITHKLINE
(IRELAND) LIMITED

IE

REPEVAX, suspension for injection in
pre-filled syringe

Diphtheria, Tetanus, Pertussis (acellular,
component) and Poliomyelitis
(inactivated) Vaccine (adsorbed,
reduced antigen(s) content)

DE/H/0215/001-002

PA 23458/004/001

SANOFI WINTHROP
INDUSTRIE

IE

REPEVAX, suspension for injection in
pre-filled syringe

Diphtheria, Tetanus, Pertussis (acellular,
component) and Poliomyelitis
(inactivated) Vaccine (adsorbed,
reduced antigen(s) content)

DE/H/0215/001-002

PA 23458/004/001

SANOFI WINTHROP
INDUSTRIE

IE

REPEVAX, suspension for injection in
pre-filled syringe

Diphtheria, Tetanus, Pertussis (acellular,
component) and Poliomyelitis
(inactivated) Vaccine (adsorbed,

DE/H/0215/001-002

PA 23458/004/001

SANOFI WINTHROP
INDUSTRIE

IE
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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

reduced antigen(s) content)

REPEVAX, suspension for injection in
pre-filled syringe

Diphtheria, Tetanus, Pertussis (acellular,
component) and Poliomyelitis
(inactivated) Vaccine (adsorbed,
reduced antigen(s) content)

DE/H/0215/001-002

PA 23458/004/001

SANOFI WINTHROP
INDUSTRIE

IE

REPEVAX, suspension for injection in
pre-filled syringe

Diphtheria, Tetanus, Pertussis (acellular,
component) and Poliomyelitis
(inactivated) Vaccine (adsorbed,
reduced antigen(s) content)

DE/H/0215/001-002

PA 23458/004/001

SANOFI WINTHROP
INDUSTRIE

IE

REPEVAX, suspension for injection in
pre-filled syringe

Diphtheria, Tetanus, Pertussis (acellular,
component) and Poliomyelitis
(inactivated) Vaccine (adsorbed,
reduced antigen(s) content)

DE/H/0215/001-002

PA 23458/004/001

SANOFI WINTHROP
INDUSTRIE

IE

REPEVAX, suspension for injection in
pre-filled syringe

Diphtheria, Tetanus, Pertussis (acellular,
component) and Poliomyelitis
(inactivated) Vaccine (adsorbed,
reduced antigen(s) content)

DE/H/0215/001-002

PA 23458/004/001

SANOFI WINTHROP
INDUSTRIE

IE

IPV Infanrix, suspension for injection in
pre-filled syringe Diphtheria, tetanus,
pertussis (acellular, component) and
poliomyelitis (inactivated) vaccine
(adsorbed)

FR/H/0251/002

PA 1077/108/001

GLAXOSMITHKLINE
(IRELAND) LIMITED

IE

IPV Infanrix, suspension for injection in

FR/H/0251/002

PA 1077/108/001

GLAXOSMITHKLINE

IE
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Barnaveiki-, stifkrampa-, kighdsta
(frumulaus pattur)- og adsogad
meaenusottarveirubdluefni (dautt).

INDUSTRIE

Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State

country) Authorisation Number member state where product is
number authorised

pre-filled syringe Diphtheria, tetanus, (IRELAND) LIMITED

pertussis (acellular, component) and

poliomyelitis (inactivated) vaccine

(adsorbed)

IPV Infanrix, suspension for injection in FR/H/0251/002 PA 1077/108/001 GLAXOSMITHKLINE IE

pre-filled syringe Diphtheria, tetanus, (IRELAND) LIMITED

pertussis (acellular, component) and

poliomyelitis (inactivated) vaccine

(adsorbed)

IPV Infanrix, suspension for injection in FR/H/0251/002 PA 1077/108/001 GLAXOSMITHKLINE IE

pre-filled syringe Diphtheria, tetanus, (IRELAND) LIMITED

pertussis (acellular, component) and

poliomyelitis (inactivated) vaccine

(adsorbed)

IPV Infanrix, suspension for injection in FR/H/0251/002 PA 1077/108/001 GLAXOSMITHKLINE IE

pre-filled syringe Diphtheria, tetanus, (IRELAND) LIMITED

pertussis (acellular, component) and

poliomyelitis (inactivated) vaccine

(adsorbed)

Tetravac, stungulyf, dreifa. SE/H/0154/001 970045 SANOFI WINTHROP IS

Barnaveiki-, stifkrampa-, kighosta INDUSTRIE

(frumulaus pattur)- og adsogad

maenusottarveirubdluefni (dautt).

Tetravac, stungulyf, dreifa. SE/H/0154/001 970045 SANOFI WINTHROP IS

Barnaveiki-, stifkrampa-, kighdsta INDUSTRIE

(frumulaus pattur)- og adsogad

maenuséttarveirubdluefni (dautt).

Tetravac, stungulyf, dreifa. SE/H/0154/001 970045 SANOFI WINTHROP IS

Barnaveiki-, stifkrampa-, kighosta INDUSTRIE

(frumulaus pattur)- og adsogad

maenuséttarveirubdluefni (dautt).

Tetravac, stungulyf, dreifa. SE/H/0154/001 970045 SANOFI WINTHROP IS
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Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State

country) Authorisation Number member state where product is
number authorised

Tetravac, stungulyf, dreifa. SE/H/0154/001 970045 SANOFI WINTHROP IS

Barnaveiki-, stifkrampa-, kighosta INDUSTRIE

(frumulaus pattur)- og adsogad

maenuséttarveirubdluefni (dautt).

Tetravac, stungulyf, dreifa. SE/H/0154/001 970045 SANOFI WINTHROP IS

Barnaveiki-, stifkrampa-, kighosta INDUSTRIE

(frumulaus pattur)- og adsogad

maenusottarveirubdluefni (dautt).

Tetravac, stungulyf, dreifa. SE/H/0154/001 970045 SANOFI WINTHROP IS

Barnaveiki-, stifkrampa-, kighdsta INDUSTRIE

(frumulaus pattur)- og adsogad

maenuséttarveirubdluefni (dautt).

Tetravac, stungulyf, dreifa. SE/H/0154/001 970045 SANOFI WINTHROP IS

Barnaveiki-, stifkrampa-, kighosta INDUSTRIE

(frumulaus pattur)- og adsogad

maenuséttarveirubdluefni (dautt).

Boostrix Polio stungulyf, dreifa i afylltri DE/H/0466/003 1S/1/07/027/01 GLAXOSMITHKLINE PHARMA IS

sprautu Béluefni gegn barnaveiki, A/S

stifkrampa, kighdsta (frumulaust,

hlutar) og maenusétt (deyddar veirur),

(adsogad, skert motefnavakainnihald)

Boostrix Polio stungulyf, dreifa i afylltri DE/H/0466/003 1S/1/07/027/01 GLAXOSMITHKLINE PHARMA IS

sprautu Béluefni gegn barnaveiki, A/S

stifkrampa, kighdsta (frumulaust,

hlutar) og maenusétt (deyddar veirur),

(adsogad, skert motefnavakainnihald)

REPEVAX stungulyf, dreifa i afylltri DE/H/0215/001-002 1S/1/02/020/01 SANOFI WINTHROP IS

sprautu INDUSTRIE

Boluefni (adsogad, minnkad

moétefnisvakainnihald) gegn barnaveiki,

stifkrampa, kighdsta (frumulaust,

samsett) og maenusott (dautt).

REPEVAX stungulyf, dreifa i afylltri DE/H/0215/001-002 1S/1/02/020/01 SANOFI WINTHROP IS

sprautu
Bdluefni (adsogad, minnkad

INDUSTRIE
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motefnisvakainnihald) gegn barnaveiki,
stifkrampa, kighdsta (frumulaust,
samsett) og meenusott (dautt).

REPEVAX stungulyf, dreifa i afylltri
sprautu

Boluefni (adsogad, minnkad
motefnisvakainnihald) gegn barnaveiki,
stifkrampa, kighdsta (frumulaust,
samsett) og maenusott (dautt).

DE/H/0215/001-002

IS/1/02/020/01

SANOFI WINTHROP
INDUSTRIE

IS

REPEVAX stungulyf, dreifa i afylltri
sprautu

Boluefni (adsogad, minnkad
moétefnisvakainnihald) gegn barnaveiki,
stifkrampa, kighdsta (frumulaust,
samsett) og meenusott (dautt).

DE/H/0215/001-002

IS/1/02/020/01

SANOFI WINTHROP
INDUSTRIE

IS

REPEVAX stungulyf, dreifa i afylltri
sprautu

Bdluefni (adsogad, minnkad
motefnisvakainnihald) gegn barnaveiki,
stifkrampa, kighdsta (frumulaust,
samsett) og maenusott (dautt).

DE/H/0215/001-002

1S/1/02/020/01

SANOFI WINTHROP
INDUSTRIE

IS

REPEVAX stungulyf, dreifa i afylltri
sprautu

Boluefni (adsogad, minnkad
moétefnisvakainnihald) gegn barnaveiki,
stifkrampa, kighdsta (frumulaust,
samsett) og meenusott (dautt).

DE/H/0215/001-002

1S/1/02/020/01

SANOFI WINTHROP
INDUSTRIE

IS

REPEVAX stungulyf, dreifa i afylltri
sprautu

Bdluefni (adsogad, minnkad
motefnisvakainnihald) gegn barnaveiki,
stifkrampa, kighdsta (frumulaust,
samsett) og maenusott (dautt).

DE/H/0215/001-002

IS/1/02/020/01

SANOFI WINTHROP
INDUSTRIE

IS

Tetravac sospensione iniettabile in
siringa preriempita

SE/H/0154/001

034127011

SANOFI WINTHROP
INDUSTRIE

IT
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Vaccino (adsorbito) antidifterico,
antitetanico, antipertossico (componente
acellulare) e antipolio (inattivato).

Tetravac sospensione iniettabile in
siringa preriempita

Vaccino (adsorbito) antidifterico,
antitetanico, antipertossico (componente
acellulare) e antipolio (inattivato).

SE/H/0154/001

034127023

SANOFI WINTHROP
INDUSTRIE

IT

Tetravac sospensione iniettabile in
siringa preriempita

Vaccino (adsorbito) antidifterico,
antitetanico, antipertossico (componente
acellulare) e antipolio (inattivato).

SE/H/0154/001

034127035

SANOFI WINTHROP
INDUSTRIE

IT

Tetravac sospensione iniettabile in
siringa preriempita

Vaccino (adsorbito) antidifterico,
antitetanico, antipertossico (componente
acellulare) e antipolio (inattivato).

SE/H/0154/001

034127047

SANOFI WINTHROP
INDUSTRIE

IT

Tetravac sospensione iniettabile in
siringa preriempita

Vaccino (adsorbito) antidifterico,
antitetanico, antipertossico (componente
acellulare) e antipolio (inattivato).

SE/H/0154/001

034127062

SANOFI WINTHROP
INDUSTRIE

IT

Tetravac sospensione iniettabile in
siringa preriempita

Vaccino (adsorbito) antidifterico,
antitetanico, antipertossico (componente
acellulare) e antipolio (inattivato).

SE/H/0154/001

034127050

SANOFI WINTHROP
INDUSTRIE

IT

Tetravac sospensione iniettabile in
siringa preriempita

Vaccino (adsorbito) antidifterico,
antitetanico, antipertossico (componente
acellulare) e antipolio (inattivato).

SE/H/0154/001

034127074

SANOFI WINTHROP
INDUSTRIE

IT

Tetravac sospensione iniettabile in
siringa preriempita

SE/H/0154/001

034127086

SANOFI WINTHROP
INDUSTRIE

IT

List of nationally authorised medicinal products

Page 58/97




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 (adsorbito) antidifterico,
antitetanico, antipertossico (componente
acellulare) e antipolio (inattivato).

Tetravac sospensione iniettabile in
siringa preriempita

Vaccino (adsorbito) antidifterico,
antitetanico, antipertossico (componente
acellulare) e antipolio (inattivato).

SE/H/0154/001

034127098

SANOFI WINTHROP
INDUSTRIE

IT

Tetravac sospensione iniettabile in
siringa preriempita

Vaccino (adsorbito) antidifterico,
antitetanico, antipertossico (componente
acellulare) e antipolio (inattivato).

SE/H/0154/001

034127100

SANOFI WINTHROP
INDUSTRIE

IT

PolioBoostrix sospensione iniettabile in
siringa preriempita

Vaccino (adsorbito, a ridotto contenuto
di antigeni) difterico, tetanico,
pertossico (componente acellulare) e
poliomielitico (inattivato).

DE/H/0466/003

036752020

GLAXOSMITHKLINE S.P.A.

IT

PolioBoostrix sospensione iniettabile in
siringa preriempita

Vaccino (adsorbito, a ridotto contenuto
di antigeni) difterico, tetanico,
pertossico (componente acellulare) e
poliomielitico (inattivato).

DE/H/0466/003

036752069

GLAXOSMITHKLINE S.P.A.

IT

PolioBoostrix sospensione iniettabile in
siringa preriempita

Vaccino (adsorbito, a ridotto contenuto
di antigeni) difterico, tetanico,
pertossico (componente acellulare) e
poliomielitico (inattivato).

DE/H/0466/003

036752018

GLAXOSMITHKLINE S.P.A.

IT

PolioBoostrix sospensione iniettabile in
siringa preriempita

Vaccino (adsorbito, a ridotto contenuto
di antigeni) difterico, tetanico,

DE/H/0466/003

036752057

GLAXOSMITHKLINE S.P.A.

IT
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pertossico (componente acellulare) e
poliomielitico (inattivato).

PolioBoostrix sospensione iniettabile in
siringa preriempita

Vaccino (adsorbito, a ridotto contenuto
di antigeni) difterico, tetanico,
pertossico (componente acellulare) e
poliomielitico (inattivato).

DE/H/0466/003

036752032

GLAXOSMITHKLINE S.P.A.

IT

PolioBoostrix sospensione iniettabile in
siringa preriempita

Vaccino (adsorbito, a ridotto contenuto
di antigeni) difterico, tetanico,
pertossico (componente acellulare) e
poliomielitico (inattivato).

DE/H/0466/003

036752044

GLAXOSMITHKLINE S.P.A.

IT

TRIAXIS POLIO, sospensione iniettabile
in siringa pre-riempita.

Vaccino antidifterico, antitetanico,
antipertossico (componenti acellulari) e
antipoliomielitico (inattivato) (adsorbito,
contenuto antigenico ridotto).

DE/H/0215/001-002

048290011

SANOFI WINTHROP
INDUSTRIE

IT

TRIAXIS POLIO, sospensione iniettabile
in siringa pre-riempita.

Vaccino antidifterico, antitetanico,
antipertossico (componenti acellulari) e
antipoliomielitico (inattivato) (adsorbito,
contenuto antigenico ridotto).

DE/H/0215/001-002

048290023

SANOFI WINTHROP
INDUSTRIE

IT

TRIAXIS POLIO, sospensione iniettabile
in siringa pre-riempita.

Vaccino antidifterico, antitetanico,
antipertossico (componenti acellulari) e
antipoliomielitico (inattivato) (adsorbito,
contenuto antigenico ridotto).

DE/H/0215/001-002

048290035

SANOFI WINTHROP
INDUSTRIE

IT

TRIAXIS POLIO, sospensione iniettabile
in siringa pre-riempita.
Vaccino antidifterico, antitetanico,

DE/H/0215/001-002

048290047

SANOFI WINTHROP
INDUSTRIE

IT
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antipertossico (componenti acellulari) e
antipoliomielitico (inattivato) (adsorbito,
contenuto antigenico ridotto).

TRIAXIS POLIO, sospensione iniettabile
in siringa pre-riempita.

Vaccino antidifterico, antitetanico,
antipertossico (componenti acellulari) e
antipoliomielitico (inattivato) (adsorbito,
contenuto antigenico ridotto).

DE/H/0215/001-002

048290050

SANOFI WINTHROP
INDUSTRIE

IT

TRIAXIS POLIO, sospensione iniettabile
in siringa pre-riempita.

Vaccino antidifterico, antitetanico,
antipertossico (componenti acellulari) e
antipoliomielitico (inattivato) (adsorbito,
contenuto antigenico ridotto).

DE/H/0215/001-002

048290062

SANOFI WINTHROP
INDUSTRIE

IT

TRIAXIS POLIO, sospensione iniettabile
in siringa pre-riempita.

Vaccino antidifterico, antitetanico,
antipertossico (componenti acellulari) e
antipoliomielitico (inattivato) (adsorbito,
contenuto antigenico ridotto).

DE/H/0215/001-002

048290074

SANOFI WINTHROP
INDUSTRIE

IT

PolioInfanrix — sospensione iniettabile in
siringa preriempita Vaccino (adsorbito)
anti difterico, tetanico, pertossico
(componente acellulare) e anti-
poliomielite (inattivato).

FR/H/0251/002

037157043

GLAXOSMITHKLINE S.P.A.

IT

PolioInfanrix — sospensione iniettabile in
siringa preriempita Vaccino (adsorbito)
anti difterico, tetanico, pertossico
(componente acellulare) e anti-
poliomielite (inattivato).

FR/H/0251/002

037157068

GLAXOSMITHKLINE S.P.A.

IT

PolioInfanrix — sospensione iniettabile in
siringa preriempita Vaccino (adsorbito)
anti difterico, tetanico, pertossico
(componente acellulare) e anti-

FR/H/0251/002

037157070

GLAXOSMITHKLINE S.P.A.

IT
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poliomielite (inattivato).

PolioInfanrix — sospensione iniettabile in
siringa preriempita Vaccino (adsorbito)
anti difterico, tetanico, pertossico
(componente acellulare) e anti-
poliomielite (inattivato).

FR/H/0251/002

037157031

GLAXOSMITHKLINE S.P.A.

IT

PolioInfanrix — sospensione iniettabile in
siringa preriempita Vaccino (adsorbito)
anti difterico, tetanico, pertossico
(componente acellulare) e anti-
poliomielite (inattivato).

FR/H/0251/002

037157017

GLAXOSMITHKLINE S.P.A.

IT

TETRAXIM injekciné suspensija
uzpildytame Svirkste

Vakcina nuo difterijos, stabligés,
kokliuso (nelasteliné, komponentiné) ir
poliomielito (inaktyvuota),
(adsorbuota)

not available

LT/1/99/2298/001

SANOFI WINTHROP
INDUSTRIE

LT

TETRAXIM injekciné suspensija
uzpildytame Svirkste

Vakcina nuo difterijos, stabligés,
kokliuso (nelgsteliné, komponenting) ir
poliomielito (inaktyvuota),
(adsorbuota)

not available

LT/1/99/2298/002

SANOFI WINTHROP
INDUSTRIE

LT

TETRAXIM injekciné suspensija
uzpildytame Svirkste

Vakcina nuo difterijos, stabligés,
kokliuso (nelgsteliné, komponenting) ir
poliomielito (inaktyvuota),
(adsorbuota)

not available

LT/1/99/2298/003

SANOFI WINTHROP
INDUSTRIE

LT

TETRAXIM injekciné suspensija
uzpildytame Svirkste

Vakcina nuo difterijos, stabligés,
kokliuso (nelasteliné, komponentiné) ir
poliomielito (inaktyvuota),
(adsorbuota)

not available

LT/1/99/2298/004

SANOFI WINTHROP
INDUSTRIE

LT
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TETRAXIM injekciné suspensija
uzpildytame Svirkste

Vakcina nuo difterijos, stabligés,
kokliuso (nelgsteliné, komponenting) ir
poliomielito (inaktyvuota),
(adsorbuota)

not available

LT/1/99/2298/005

SANOFI WINTHROP
INDUSTRIE

LT

TETRAXIM injekciné suspensija
uzpildytame Svirkste

Vakcina nuo difterijos, stabligés,
kokliuso (nelasteliné, komponentiné) ir
poliomielito (inaktyvuota),
(adsorbuota)

not available

LT/1/99/2298/006

SANOFI WINTHROP
INDUSTRIE

LT

BOOSTRIX POLIO injekciné suspensija
uzpildytame Svirkste Vakcina nuo
difterijos, stabligés, kokliuso
(nelasteliné, komponentiné) ir nuo
poliomielito (inaktyvuota), (adsorbuota,
sumazinto antigeny kiekio)

DE/H/0466/003

LT/1/08/0971/002

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LT

BOOSTRIX POLIO injekciné suspensija
uzpildytame Svirkste Vakcina nuo
difterijos, stabligés, kokliuso
(nelasteliné, komponenting) ir nuo
poliomielito (inaktyvuota), (adsorbuota,
sumazinto antigeny kiekio)

DE/H/0466/003

LT/1/08/0971/005

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LT

BOOSTRIX POLIO injekciné suspensija
uzpildytame Svirkste Vakcina nuo
difterijos, stabligés, kokliuso
(nelasteliné, komponentiné) ir nuo
poliomielito (inaktyvuota), (adsorbuota,
sumazinto antigeny kiekio)

DE/H/0466/003

LT/1/08/0971/006

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LT

BOOSTRIX POLIO injekcine suspensija
uzpildytame Svirkste Vakcina nuo
difterijos, stabliges, kokliuso
(nelasteline, komponentine) ir nuo
poliomielito (inaktyvuota), (adsorbuota,

DE/H/0466/003

LT/1/08/0971/001

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LT
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sumazinto antigenu kiekio)

Infanrix Polio injekciné suspensija
uzpildytame Svirkste Vakcina nuo
difterijos (D), stabligés (T), kokliuso
(nelasteliné, komponentine) (Pa) ir nuo
poliomielito (inaktyvuota) (IPV),
(adsorbuota)

FR/H/0251/002

LT/1/05/0301/003

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LT

Infanrix Polio injekciné suspensija
uzpildytame Svirkste Vakcina nuo
difterijos (D), stabligés (T), kokliuso
(nelgsteling, komponentine) (Pa) ir nuo
poliomielito (inaktyvuota) (IPV),
(adsorbuota)

FR/H/0251/002

LT/1/05/0301/001

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LT

Tetravac, suspension injectable en
seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux (acellulaire, composant)
et poliomyélitique

(inactivé) (adsorbé)

SE/H/0154/001

0432975

SANOFI WINTHROP
INDUSTRIE

LU

Tetravac, suspension injectable en
seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux (acellulaire, composant)
et poliomyélitique

(inactivé) (adsorbé)

SE/H/0154/001

0433003

SANOFI WINTHROP
INDUSTRIE

LU

Tetravac, suspension injectable en
seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux (acellulaire, composant)
et poliomyélitique

(inactivé) (adsorbé)

SE/H/0154/001

0432961

SANOFI WINTHROP
INDUSTRIE

LU

Tetravac, suspension injectable en
seringue préremplie

Vaccin diphtérique, tétanique,
coqguelucheux (acellulaire, composant)

SE/H/0154/001

0432992

SANOFI WINTHROP
INDUSTRIE

LU
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et poliomyélitique

(inactivé) (adsorbé)

Tetravac, suspension injectable en SE/H/0154/001 0432989 SANOFI WINTHROP LU

seringue préremplie INDUSTRIE

Vaccin diphtérique, tétanique,

coquelucheux (acellulaire, composant)

et poliomyélitique

(inactivé) (adsorbé)

Tetravac, suspension injectable en SE/H/0154/001 0434631 SANOFI WINTHROP LU

seringue préremplie INDUSTRIE

Vaccin diphtérique, tétanique,

coquelucheux (acellulaire, composant)

et poliomyélitique

(inactivé) (adsorbé)

Tetravac, suspension injectable en SE/H/0154/001 0253876 SANOFI WINTHROP LU

seringue préremplie INDUSTRIE

Vaccin diphtérique, tétanique,

coquelucheux (acellulaire, composant)

et poliomyélitique

(inactivé) (adsorbé)

Tetravac, suspension injectable en SE/H/0154/001 0434627 SANOFI WINTHROP LU

seringue préremplie INDUSTRIE

Vaccin diphtérique, tétanique,

coquelucheux (acellulaire, composant)

et poliomyélitique

(inactivé) (adsorbé)

Infanrix-IPV, 0,5 mi/Dosis not available 2007069308 GLAXOSMITHKLINE LU

Injizierbare Suspension BIOLOGICALS S.A.

Infanrix-IPV, 0,5 ml/dose, suspension not available 2007069308 GLAXOSMITHKLINE LU

injectable BIOLOGICALS S.A.

Infanrix-IPV, 0,5 mi/Dosis Injizierbare not available 2007069308 GLAXOSMITHKLINE LU

Suspension Impfstoff gegen Diphtherie, BIOLOGICALS S.A.

Tetanus, Keuchhusten und Poliomyelitis

Infanrix-IPV, 0,5 ml/dose, suspension not available 2007069308 GLAXOSMITHKLINE LU

injectable

BIOLOGICALS S.A.
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Infanrix-IPV, 0,5 ml/Dosis Injizierbare not available 2007069308 GLAXOSMITHKLINE LU

Suspension Impfstoff gegen Diphtherie, BIOLOGICALS S.A.

Tetanus, Keuchhusten und Poliomyelitis

Infanrix-IPV, 0,5 ml/dose, suspension not available 2007069308 GLAXOSMITHKLINE LU

injectable BIOLOGICALS S.A.

Infanrix-IPV, 0,5 ml/dose, suspension not available 2007069308 GLAXOSMITHKLINE LU

injectable BIOLOGICALS S.A.

Infanrix-IPV, 0,5 ml/Dosis Injizierbare not available 2007069308 GLAXOSMITHKLINE LU

Suspension Impfstoff gegen Diphtherie, BIOLOGICALS S.A.

Tetanus, Keuchhusten und Poliomyelitis

Boostrix Polio, suspension injectable en DE/H/0466/003 2009020265 GLAXOSMITHKLINE LU

seringue préremplie Vaccin (adsorbé, BIOLOGICALS S.A.

contenu réduit en antigénes)

diphtérique, tétanique, coquelucheux

(composant acellulaire) et

poliomyélitique (inactive)

Boostrix Polio, suspension injectable en DE/H/0466/003 2009020265 GLAXOSMITHKLINE LU

seringue préremplie Vaccin (adsorbé, BIOLOGICALS S.A.

contenu réduit en antigénes)

diphtérique, tétanique, coquelucheux

(composant acellulaire) et

poliomyélitique (inactive)

Boostrix Polio, Injektionssuspension in DE/H/0466/003 2009020265 GLAXOSMITHKLINE LU

einer Fertigspritze Impfstoff (adsorbiert, BIOLOGICALS S.A.

Inhalt antigenreduziert) gegen

Diphtherie, Tetanus, Pertussis (azellular)

und Poliomyelitis (inaktiviert)

TRIAXIS POLIO, suspension injectable DE/H/0215/001-002 0433048 SANOFI WINTHROP LU

en seringue préremplie INDUSTRIE

Vaccin diphtérique, tétanique,

coquelucheux (acellulaire, composant)

et poliomyélitique inactivé (contenu

réduit en antigene(s) adsorbé(s))

TRIAXIS POLIO, suspension injectable DE/H/0215/001-002 0433034 SANOFI WINTHROP LU

en seringue préremplie

INDUSTRIE
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Vaccin diphtérique, tétanique,
coquelucheux (acellulaire, composant)
et poliomyélitique inactivé (contenu
réduit en antigéne(s) adsorbé(s))

TRIAXIS POLIO, suspension injectable
en seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux (acellulaire, composant)
et poliomyélitique inactivé (contenu
réduit en antigene(s) adsorbé(s))

DE/H/0215/001-002

0433021

SANOFI WINTHROP
INDUSTRIE

LU

TRIAXIS POLIO, suspension injectable
en seringue préremplie

Vaccin diphtérique, tétanique,
coquelucheux (acellulaire, composant)
et poliomyélitique inactivé (contenu
réduit en antigéne(s) adsorbé(s))

DE/H/0215/001-002

0433017

SANOFI WINTHROP
INDUSTRIE

LU

TETRAXIM suspensija injekcijai pilnslircé
Adsorbéta difterijas, stingumkrampju,
acelulara gara klepus un inaktivéta
poliomielita vakcina.

not available

02-0343

SANOFI WINTHROP
INDUSTRIE

LV

TETRAXIM suspensija injekcijai pilnslircé
Adsorbéta difterijas, stingumkrampju,
acelulara gara klepus un inaktivéta
poliomielita vakcina.

not available

02-0343

SANOFI WINTHROP
INDUSTRIE

LV

TETRAXIM suspensija injekcijai pilnslirce
Adsorbeta difterijas, stingumkrampju,
acelulara gara klepus un inaktiveta
poliomielita vakcina.

not available

02-0343

SANOFI WINTHROP
INDUSTRIE

LV

TETRAXIM suspensija injekcijai pilnslircé
Adsorbéta difterijas, stingumkrampju,
acelulara gara klepus un inaktivéta
poliomielita vakcina.

not available

02-0343

SANOFI WINTHROP
INDUSTRIE

LV

TETRAXIM suspensija injekcijai pilnslircé
Adsorbéta difterijas, stingumkrampju,
acelulara gara klepus un inaktivéta

not available

02-0343

SANOFI WINTHROP
INDUSTRIE

LV
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National Authorisation
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MAH of product in the

member state

Member State
where product is
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poliomielita vakcina.

TETRAXIM suspensija injekcijai pilnslirce
Adsorbeta difterijas, stingumkrampju,
acelulara gara klepus un inaktiveta
poliomielita vakcina.

not available

02-0343

SANOFI WINTHROP
INDUSTRIE

LV

TETRAXIM suspensija injekcijai pilnslirce
Adsorbeta difterijas, stingumkrampju,
acelulara gara klepus un inaktiveta
poliomielita vakcina.

not available

02-0343

SANOFI WINTHROP
INDUSTRIE

LV

TETRAXIM suspensija injekcijai pilnslircé
Adsorbéta difterijas, stingumkrampju,
acelulara gara klepus un inaktivéta
poliomielita vakcina.

not available

02-0343

SANOFI WINTHROP
INDUSTRIE

LV

Boostrix Polio suspensija injekcijam
pilnslircé Difterijas, stingumkrampju,
gara klepus (acelularais komponents) un
poliomielita (inaktivéta) vakcina
(adsorbéta, ar samazinatu antigénu
saturu)

DE/H/0466/003

07-0238

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LV

Boostrix Polio suspensija injekcijam
pilnslircé Difterijas, stingumkrampju,
gara klepus (acelularais komponents) un
poliomielita (inaktivéta) vakcina
(adsorbéta, ar samazinatu antigénu
saturu)

DE/H/0466/003

07-0238

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LV

Boostrix Polio suspensija injekcijam
pilnslircé Difterijas, stingumkrampju,
gara klepus (acelularais komponents) un
poliomielita (inaktivéta) vakcina
(adsorbéta, ar samazinatu antigénu
saturu)

DE/H/0466/003

07-0238

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LV

Boostrix Polio suspensija injekcijam
pilnslircé Difterijas, stingumkrampju,
gara klepus (acelularais komponents) un
poliomielita (inaktivéta) vakcina

DE/H/0466/003

07-0238

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LV
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(adsorbéta, ar samazinatu antigénu

saturu)

Infanrix Polio suspensija injekcijam FR/H/0251/002 05-0635 GLAXOSMITHKLINE LV

pilnslircé Difterijas, stingumkrampju, BIOLOGICALS S.A.

gara klepus (acelulara komponenta) un
poliomielita (inaktivéta)

vakcina (adsorbéta) Vaccinum
diphtheriae, tetani, pertussis sine cellulis
ex elementis preparatum et
poliomyelitidis

inactivatum adsorbatum

Infanrix Polio suspensija injekcijam FR/H/0251/002 05-0635 GLAXOSMITHKLINE LV
pilnslircé Difterijas, stingumkrampju, BIOLOGICALS S.A.
gara klepus (acelulara komponenta) un
poliomielita (inaktivéta)

vakcina (adsorbéta) Vaccinum
diphtheriae, tetani, pertussis sine cellulis
ex elementis preparatum et
poliomyelitidis

inactivatum adsorbatum

Infanrix Polio suspensija injekcijam FR/H/0251/002 05-0635 GLAXOSMITHKLINE LV
pilnslircé Difterijas, stingumkrampju, BIOLOGICALS S.A.
gara klepus (acelulara komponenta) un
poliomielita (inaktivéta)

vakcina (adsorbéta) Vaccinum
diphtheriae, tetani, pertussis sine cellulis
ex elementis preparatum et
poliomyelitidis

inactivatum adsorbatum

Infanrix Polio suspensija injekcijam FR/H/0251/002 05-0635 GLAXOSMITHKLINE LV
pilnslircé Difterijas, stingumkrampju, BIOLOGICALS S.A.
gara klepus (acelulara komponenta) un
poliomielita (inaktivéta)

vakcina (adsorbéta) Vaccinum
diphtheriae, tetani, pertussis sine cellulis
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ex elementis preparatum et
poliomyelitidis
inactivatum adsorbatum

Infanrix Polio suspensija injekcijam FR/H/0251/002 05-0635 GLAXOSMITHKLINE LV
pilnslircé Difterijas, stingumkrampju, BIOLOGICALS S.A.
gara klepus (acelulara komponenta) un
poliomielita (inaktivéta)

vakcina (adsorbéta) Vaccinum
diphtheriae, tetani, pertussis sine cellulis
ex elementis preparatum et
poliomyelitidis

inactivatum adsorbatum

IPV-Boostrix suspension for injection in DE/H/0466/003 MA170/00104 GLAXOSMITHKLINE MT
pre-filled syringe BIOLOGICALS S.A.
Diphtheria, tetanus, pertussis (acellular,
component) and poliomyelitis
(inactivated) vaccine (adsorbed,
reduced antigen(s) content)

IPV-Boostrix suspension for injection in DE/H/0466/003 MA170/00104 GLAXOSMITHKLINE MT
pre-filled syringe BIOLOGICALS S.A.
Diphtheria, tetanus, pertussis (acellular,
component) and poliomyelitis
(inactivated) vaccine (adsorbed,
reduced antigen(s) content)

IPV-Boostrix suspension for injection in DE/H/0466/003 MA170/00104 GLAXOSMITHKLINE MT
pre-filled syringe BIOLOGICALS S.A.
Diphtheria, tetanus, pertussis (acellular,
component) and poliomyelitis
(inactivated) vaccine (adsorbed,
reduced antigen(s) content)

IPV-Boostrix suspension for injection in DE/H/0466/003 MA170/00104 GLAXOSMITHKLINE MT
pre-filled syringe BIOLOGICALS S.A.
Diphtheria, tetanus, pertussis (acellular,
component) and poliomyelitis
(inactivated) vaccine (adsorbed,
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reduced antigen(s) content)

IPV-Boostrix suspension for injection in
pre-filled syringe

Diphtheria, tetanus, pertussis (acellular,
component) and poliomyelitis
(inactivated) vaccine (adsorbed,
reduced antigen(s) content)

DE/H/0466/003

MA170/00104

GLAXOSMITHKLINE
BIOLOGICALS S.A.

MT

IPV-Boostrix suspension for injection in
pre-filled syringe

Diphtheria, tetanus, pertussis (acellular,
component) and poliomyelitis
(inactivated) vaccine (adsorbed,
reduced antigen(s) content)

DE/H/0466/003

MA170/00104

GLAXOSMITHKLINE
BIOLOGICALS S.A.

MT

Boostrix Polio, suspensie voor injectie in
voorgevulde spuit Difterie, tetanus,
pertussis (acellulaire component) en
poliomyelitis (geinactiveerd) vaccin
(geadsorbeerd, gereduceerde
antigeeninhoud)

DE/H/0466/003

RVG 35123

GLAXOSMITHKLINE B.V.

NL

Boostrix Polio, suspensie voor injectie in
voorgevulde spuit Difterie, tetanus,
pertussis (acellulaire component) en
poliomyelitis (geinactiveerd) vaccin
(geadsorbeerd, gereduceerde
antigeeninhoud)

DE/H/0466/003

RVG 35123

GLAXOSMITHKLINE B.V.

NL

Boostrix Polio, suspensie voor injectie in
voorgevulde spuit Difterie, tetanus,
pertussis (acellulaire component) en
poliomyelitis (geinactiveerd) vaccin
(geadsorbeerd, gereduceerde
antigeeninhoud)

DE/H/0466/003

RVG 35123

GLAXOSMITHKLINE B.V.

NL

Boostrix Polio, suspensie voor injectie in
voorgevulde spuit Difterie, tetanus,
pertussis (acellulaire component) en
poliomyelitis (geinactiveerd) vaccin

DE/H/0466/003

RVG 35123

GLAXOSMITHKLINE B.V.

NL
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(geadsorbeerd, gereduceerde
antigeeninhoud)

Boostrix Polio, suspensie voor injectie in | DE/H/0466/003 RVG 35123 GLAXOSMITHKLINE B.V. NL
voorgevulde spuit Difterie, tetanus,
pertussis (acellulaire component) en
poliomyelitis (geinactiveerd) vaccin
(geadsorbeerd, gereduceerde
antigeeninhoud)

Boostrix Polio, suspensie voor injectie in | DE/H/0466/003 RVG 35123 GLAXOSMITHKLINE B.V. NL
voorgevulde spuit Difterie, tetanus,
pertussis (acellulaire component) en
poliomyelitis (geinactiveerd) vaccin
(geadsorbeerd, gereduceerde
antigeeninhoud)

Tetravac injeksjonsvaeske, suspensjon i SE/H/0154/001 21-14086 SANOFI WINTHROP NO
ferdigfylte sprgyter INDUSTRIE
Vaksine mot difteri, tetanus, kikhoste
(acellulzer, komponent) og poliomyelitt
(inaktivert), (adsorbert).

Tetravac injeksjonsvaeske, suspensjon i SE/H/0154/001 21-14086 SANOFI WINTHROP NO
ferdigfylte sprgyter INDUSTRIE
Vaksine mot difteri, tetanus, kikhoste
(acellulzer, komponent) og poliomyelitt
(inaktivert), (adsorbert).

Tetravac injeksjonsvaeske, suspensjon i SE/H/0154/001 21-14086 SANOFI WINTHROP NO
ferdigfylte sprgyter INDUSTRIE
Vaksine mot difteri, tetanus, kikhoste
(acellulzer, komponent) og poliomyelitt
(inaktivert), (adsorbert).

Tetravac injeksjonsvaeske, suspensjon i SE/H/0154/001 21-14086 SANOFI WINTHROP NO
ferdigfylte sprgyter INDUSTRIE
Vaksine mot difteri, tetanus, kikhoste
(acellulzer, komponent) og poliomyelitt
(inaktivert), (adsorbert).

Tetravac injeksjonsvaeske, suspensjon i SE/H/0154/001 21-14086 SANOFI WINTHROP NO
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ferdigfylte sprgyter

Vaksine mot difteri, tetanus, kikhoste
(acellulzer, komponent) og poliomyelitt
(inaktivert), (adsorbert).

INDUSTRIE

Tetravac injeksjonsvaeske, suspensjon i
ferdigfylte sprgyter

Vaksine mot difteri, tetanus, kikhoste
(acellulzer, komponent) og poliomyelitt
(inaktivert), (adsorbert).

SE/H/0154/001

21-14086

SANOFI WINTHROP
INDUSTRIE

NO

Tetravac injeksjonsvaeske, suspensjon i
ferdigfylte sprgyter

Vaksine mot difteri, tetanus, kikhoste
(acellulzer, komponent) og poliomyelitt
(inaktivert), (adsorbert).

SE/H/0154/001

21-14086

SANOFI WINTHROP
INDUSTRIE

NO

Tetravac injeksjonsvaeske, suspensjon i
ferdigfylte sprgyter

Vaksine mot difteri, tetanus, kikhoste
(acellulzer, komponent) og poliomyelitt
(inaktivert), (adsorbert).

SE/H/0154/001

21-14086

SANOFI WINTHROP
INDUSTRIE

NO

Boostrix Polio injeksjonsvaeske,
suspensjon, i ferdigfylt sprgyte Vaksine
mot difteri, tetanus, kikhoste (acellulzer,
komponent) og poliomyelitt (inaktivert),
(adsorbert, redusert innhold av
antigen(er)).

DE/H/0466/003

04-2685

GLAXOSMITHKLINE AS

NO

Boostrix Polio injeksjonsvaeske,
suspensjon, i ferdigfylt sprgyte Vaksine
mot difteri, tetanus, kikhoste (acellulaer,
komponent) og poliomyelitt (inaktivert),
(adsorbert, redusert innhold av
antigen(er))

DE/H/0466/003

04-2685

GLAXOSMITHKLINE AS

NO

REPEVAX suspensjon til injeksjon i en
ferdigfylt sprgyte Vaksine mot difteri,
tetanus, kikhoste (acellulzer,
komponent) og poliomyelitt (inaktivert)

DE/H/0215/001

2002-01069

SANOFI WINTHROP
INDUSTRIE

NO
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(adsorbert, redusert antigeninnhold)

REPEVAX suspensjon til injeksjon i en
ferdigfylt sprgyte Vaksine mot difteri,
tetanus, kikhoste (acellulzer,
komponent) og poliomyelitt (inaktivert)
(adsorbert, redusert antigeninnhold)

DE/H/0215/001

2002-01069

SANOFI WINTHROP
INDUSTRIE

NO

REPEVAX suspensjon til injeksjon i en
ferdigfylt sprgyte Vaksine mot difteri,
tetanus, kikhoste (acellulzer,
komponent) og poliomyelitt (inaktivert)
(adsorbert, redusert antigeninnhold)

DE/H/0215/001

2002-01069

SANOFI WINTHROP
INDUSTRIE

NO

REPEVAX suspensjon til injeksjon i en
ferdigfylt sprgyte Vaksine mot difteri,
tetanus, kikhoste (acellulzer,
komponent) og poliomyelitt (inaktivert)
(adsorbert, redusert antigeninnhold)

DE/H/0215/001

2002-01069

SANOFI WINTHROP
INDUSTRIE

NO

REPEVAX suspensjon til injeksjon i en
ferdigfylt sprgyte Vaksine mot difteri,
tetanus, kikhoste (acellulzer,
komponent) og poliomyelitt (inaktivert)
(adsorbert, redusert antigeninnhold)

DE/H/0215/001

2002-01069

SANOFI WINTHROP
INDUSTRIE

NO

REPEVAX suspensjon til injeksjon i en
ferdigfylt sprgyte Vaksine mot difteri,
tetanus, kikhoste (acellulzer,
komponent) og poliomyelitt (inaktivert)
(adsorbert, redusert antigeninnhold)

DE/H/0215/001

2002-01069

SANOFI WINTHROP
INDUSTRIE

NO

REPEVAX suspensjon til injeksjon i en
ferdigfylt sprgyte Vaksine mot difteri,
tetanus, kikhoste (acellulzer,
komponent) og poliomyelitt (inaktivert)
(adsorbert, redusert antigeninnhold)

DE/H/0215/001

2002-01069

SANOFI WINTHROP
INDUSTRIE

NO

Infanrix Polio injeksjonsvaeske,
suspensjon i ferdigfylt sprgyte

vaksine mot difteri, tetanus, kikhoste
(acellulzer, komponent) og poliomyelitt

FR/H/0251/002

05-3312

GLAXOSMITHKLINE AS

NO
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(inaktivert), (adsorbert)

Infanrix Polio injeksjonsvaeske,
suspensjon i ferdigfylt sprgyte

vaksine mot difteri, tetanus, kikhoste
(acellulzer, komponent) og poliomyelitt
(inaktivert), (adsorbert)

FR/H/0251/002

05-3312

GLAXOSMITHKLINE AS

NO

TETRAXIM, zawiesina do wstrzykiwan w
amputko-strzykawce

Szczepionka przeciw btonicy, tezcowi,
krztuscowi (bezkomoérkowa, ztozona) i
poliomyelitis (inaktywowana),
adsorbowana.

HU/H/0406/001

23545

SANOFI WINTHROP
INDUSTRIE

PL

TETRAXIM, zawiesina do wstrzykiwan w
amputko-strzykawce

Szczepionka przeciw bfonicy, tezcowi,
krztuscowi (bezkomdrkowa, ztozona) i
poliomyelitis (inaktywowana),
adsorbowana.

HU/H/0406/001

23545

SANOFI WINTHROP
INDUSTRIE

PL

TETRAXIM, zawiesina do wstrzykiwan w
amputko-strzykawce

Szczepionka przeciw btonicy, tezcowi,
krztuscowi (bezkomoérkowa, ztozona) i
poliomyelitis (inaktywowana),
adsorbowana.

HU/H/0406/001

23545

SANOFI WINTHROP
INDUSTRIE

PL

TETRAXIM, zawiesina do wstrzykiwan w
amputko-strzykawce

Szczepionka przeciw btonicy, tezcowi,
krztuscowi (bezkomoérkowa, ztozona) i
poliomyelitis (inaktywowana),
adsorbowana.

HU/H/0406/001

23545

SANOFI WINTHROP
INDUSTRIE

PL

TETRAXIM, zawiesina do wstrzykiwan w
ampulko-strzykawce

Szczepionka przeciw blonicy, tezcowi,
krztuscowi (bezkomérkowa, zlozona) i
poliomyelitis (inaktywowana),

HU/H/0406/001

23545

SANOFI WINTHROP
INDUSTRIE

PL
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adsorbowana.

TETRAXIM, zawiesina do wstrzykiwan w
amputko-strzykawce

Szczepionka przeciw btonicy, tezcowi,
krztuscowi (bezkomoérkowa, ztozona) i
poliomyelitis (inaktywowana),
adsorbowana.

HU/H/0406/001

23545

SANOFI WINTHROP
INDUSTRIE

PL

TETRAXIM, zawiesina do wstrzykiwan w
amputko-strzykawce

Szczepionka przeciw bfonicy, tezcowi,
krztuscowi (bezkomoérkowa, ztozona) i
poliomyelitis (inaktywowana),
adsorbowana.

HU/H/0406/001

23545

SANOFI WINTHROP
INDUSTRIE

PL

TETRAXIM, zawiesina do wstrzykiwan w
amputko-strzykawce

Szczepionka przeciw btonicy, tezcowi,
krztuscowi (bezkomoérkowa, ztozona) i
poliomyelitis (inaktywowana),
adsorbowana.

HU/H/0406/001

23545

SANOFI WINTHROP
INDUSTRIE

PL

Boostrix Polio, zawiesina do wstrzykiwan
w amputko-strzykawce

Szczepionka przeciw btonicy, tezcowi,
krztuscowi (bezkomoérkowa, ztozona) i
poliomyelitis (inaktywowana),
adsorbowana, o zmniejszonej zawartosci
antygenow

DE/H/0466/003

14241

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL

ADACEL POLIO, zawiesina do
wstrzykiwan w amputko-strzykawce
Szczepionka przeciw btonicy, tezcowi,
krztuscowi (bezkomoérkowa, ztozona) i
poliomyelitis

(inaktywowana), adsorbowana, o
zmniejszonej zawartosci antygenow

DE/H/0215/001-002

25842

SANOFI WINTHROP
INDUSTRIE

PL

ADACEL POLIO, zawiesina do
wstrzykiwan w amputko-strzykawce

DE/H/0215/001-002

25842

SANOFI WINTHROP
INDUSTRIE

PL
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Szczepionka przeciw btonicy, tezcowi,
krztuscowi (bezkomoérkowa, ztozona) i
poliomyelitis

(inaktywowana), adsorbowana, o
zmniejszonej zawartosci antygenow

ADACEL POLIO, zawiesina do
wstrzykiwan w amputko-strzykawce
Szczepionka przeciw bfonicy, tezcowi,
krztuscowi (bezkomoérkowa, ztozona) i
poliomyelitis

(inaktywowana), adsorbowana, o
zmniejszonej zawartosci antygenow

DE/H/0215/001-002

25842

SANOFI WINTHROP
INDUSTRIE

PL

ADACEL POLIO, zawiesina do
wstrzykiwan w amputko-strzykawce
Szczepionka przeciw bfonicy, tezcowi,
krztuscowi (bezkomoérkowa, ztozona) i
poliomyelitis

(inaktywowana), adsorbowana, o
zmniejszonej zawartosci antygenow

DE/H/0215/001-002

25842

SANOFI WINTHROP
INDUSTRIE

PL

ADACEL POLIO, zawiesina do
wstrzykiwan w amputko-strzykawce
Szczepionka przeciw bfonicy, tezcowi,
krztuscowi (bezkomoérkowa, ztozona) i
poliomyelitis

(inaktywowana), adsorbowana, o
zmniejszonej zawartosci antygenow

DE/H/0215/001-002

25842

SANOFI WINTHROP
INDUSTRIE

PL

ADACEL POLIO, zawiesina do
wstrzykiwan w amputko-strzykawce
Szczepionka przeciw btonicy, tezcowi,
krztuscowi (bezkomoérkowa, ztozona) i
poliomyelitis

(inaktywowana), adsorbowana, o
zmniejszonej zawartosci antygenow

DE/H/0215/001-002

25842

SANOFI WINTHROP
INDUSTRIE

PL

ADACEL POLIO, zawiesina do
wstrzykiwan w amputko-strzykawce

DE/H/0215/001-002

25842

SANOFI WINTHROP
INDUSTRIE

PL
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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

Szczepionka przeciw btonicy, tezcowi,
krztuscowi (bezkomoérkowa, ztozona) i
poliomyelitis

(inaktywowana), adsorbowana, o
zmniejszonej zawartosci antygenow

Infanrix-IPV, zawiesina do wstrzykiwan
w amputkostrzykawce

Szczepionka przeciw btonicy, tezcowi,

krztuscowi (bezkomoérkowa, ztozona) i

poliomyelitis

(_inaktywowana), adsorbowana

FR/H/0251/002

11884

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL

Infanrix-IPV, zawiesina do wstrzykiwan
w amputkostrzykawce

Szczepionka przeciw btonicy, tezcowi,

krztuscowi (bezkomoérkowa, ztozona) i

poliomyelitis

( inaktywowana), adsorbowana

FR/H/0251/002

11884

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL

Infanrix-IPV, zawiesina do wstrzykiwan
w amputkostrzykawce

Szczepionka przeciw btonicy, tezcowi,

krztuscowi (bezkomoérkowa, ztozona) i

poliomyelitis

(_inaktywowana), adsorbowana

FR/H/0251/002

11884

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL

Infanrix-IPV, zawiesina do wstrzykiwan
w amputkostrzykawce

Szczepionka przeciw btonicy, tezcowi,

krztuscowi (bezkomoérkowa, ztozona) i

poliomyelitis

(_inaktywowana), adsorbowana

FR/H/0251/002

11884

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL

Tetravac, suspensdo injetavel em
seringa pré-cheia

Vacina (adsorvida) contra a difteria, o
tétano, a tosse convulsa (componente
acelular)

e a poliomielite (inativada).

SE/H/0154/001

5376389

SANOFI WINTHROP
INDUSTRIE

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

Tetravac, suspensdo injetavel em
seringa pré-cheia

Vacina (adsorvida) contra a difteria, o
tétano, a tosse convulsa (componente
acelular)

e a poliomielite (inativada).

SE/H/0154/001

2782480

SANOFI WINTHROP
INDUSTRIE

PT

Tetravac, suspensdo injetavel em
seringa pré-cheia

Vacina (adsorvida) contra a difteria, o
tétano, a tosse convulsa (componente
acelular)

e a poliomielite (inativada).

SE/H/0154/001

5458583

SANOFI WINTHROP
INDUSTRIE

PT

Tetravac, suspensdo injetavel em
seringa pré-cheia

Vacina (adsorvida) contra a difteria, o
tétano, a tosse convulsa (componente
acelular)

e a poliomielite (inativada).

SE/H/0154/001

5458781

SANOFI WINTHROP
INDUSTRIE

PT

Tetravac, suspensdo injetavel em
seringa pré-cheia

Vacina (adsorvida) contra a difteria, o
tétano, a tosse convulsa (componente
acelular)

e a poliomielite (inativada).

SE/H/0154/001

5376488

SANOFI WINTHROP
INDUSTRIE

PT

Tetravac, suspensdo injetavel em
seringa pré-cheia

Vacina (adsorvida) contra a difteria, o
tétano, a tosse convulsa (componente
acelular)

e a poliomielite (inativada).

SE/H/0154/001

2782589

SANOFI WINTHROP
INDUSTRIE

PT

Tetravac, suspensdo injetavel em
seringa pré-cheia

Vacina (adsorvida) contra a difteria, o
tétano, a tosse convulsa (componente
acelular)

SE/H/0154/001

5458682

SANOFI WINTHROP
INDUSTRIE

PT
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seringa pré-cheia Vacina contra a
difteria, tétano e tosse convulsa
(componente acelular) e poliomielite

PORTUGUESA-PRODUTOS
FARMACEUTICOS LDA

Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State

country) Authorisation Number member state where product is
number authorised

e a poliomielite (inativada).

Tetravac, suspensdo injetavel em SE/H/0154/001 5458484 SANOFI WINTHROP PT

seringa pré-cheia INDUSTRIE

Vacina (adsorvida) contra a difteria, o

tétano, a tosse convulsa (componente

acelular)

e a poliomielite (inativada).

Boostrix Polio Suspensdo injetavel em DE/H/0466/003 5212683 SMITH KLINE & FRENCH PT

seringa pré-cheia Vacina contra a PORTUGUESA-PRODUTOS

difteria, tétano e tosse convulsa FARMACEUTICOS LDA

(componente acelular) e poliomielite

(inativado) (adsorvida, com conteudo

reduzido de antigénio(s))

Boostrix Polio Suspensdo injetavel em DE/H/0466/003 5212782 SMITH KLINE & FRENCH PT

seringa pré-cheia Vacina contra a PORTUGUESA-PRODUTOS

difteria, tétano e tosse convulsa FARMACEUTICOS LDA

(componente acelular) e poliomielite

(inativado) (adsorvida, com contetdo

reduzido de antigénio(s))

Boostrix Polio Suspensdo injetavel em DE/H/0466/003 5270889 SMITH KLINE & FRENCH PT

seringa pré-cheia Vacina contra a PORTUGUESA-PRODUTOS

difteria, tétano e tosse convulsa FARMACEUTICOS LDA

(componente acelular) e poliomielite

(inativado) (adsorvida, com conteudo

reduzido de antigénio(s))

Boostrix Polio Suspensdo injetavel em DE/H/0466/003 5270988 SMITH KLINE & FRENCH PT

seringa pré-cheia Vacina contra a PORTUGUESA-PRODUTOS

difteria, tétano e tosse convulsa FARMACEUTICOS LDA

(componente acelular) e poliomielite

(inativado) (adsorvida, com contetdo

reduzido de antigénio(s))

Boostrix Polio Suspensdo injetavel em DE/H/0466/003 5271085 SMITH KLINE & FRENCH PT
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Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State

country) Authorisation Number member state where product is
number authorised

(inativado) (adsorvida, com conteudo

reduzido de antigénio(s))

Boostrix Polio Suspensdo injetavel em DE/H/0466/003 5271184 SMITH KLINE & FRENCH PT

seringa pré-cheia Vacina contra a PORTUGUESA-PRODUTOS

difteria, tétano e tosse convulsa FARMACEUTICOS LDA

(componente acelular) e poliomielite

(inativado) (adsorvida, com conteudo

reduzido de antigénio(s))

Infanrix Tetra, suspensdo injetavel em FR/H/0251/002 5621081 SMITH KLINE & FRENCH PT

seringa pré-cheia Vacina (adsorvida) PORTUGUESA-PRODUTOS

contra a difteria, tétano, tosse convulsa FARMACEUTICOS LDA

(componente acelular) e poliomielite

(inativado)

Infanrix Tetra, suspensdo injetavel em FR/H/0251/002 5267356 SMITH KLINE & FRENCH PT

seringa pré-cheia Vacina (adsorvida) PORTUGUESA-PRODUTOS

contra a difteria, tétano, tosse convulsa FARMACEUTICOS LDA

(componente acelular) e poliomielite

(inativado)

Infanrix Tetra, suspensdo injetavel em FR/H/0251/002 5835236 SMITH KLINE & FRENCH PT

seringa pré-cheia Vacina (adsorvida) PORTUGUESA-PRODUTOS

contra a difteria, tétano, tosse convulsa FARMACEUTICOS LDA

(componente acelular) e poliomielite

(inativado)

Infanrix Tetra, suspensdo injetavel em FR/H/0251/002 5835244 SMITH KLINE & FRENCH PT

seringa pré-cheia Vacina (adsorvida) PORTUGUESA-PRODUTOS

contra a difteria, tétano, tosse convulsa FARMACEUTICOS LDA

(componente acelular) e poliomielite

(inativado)

TETRAXIM suspensie injectabild in not available 4490/2012/01 SANOFI WINTHROP RO

seringa preumpluta INDUSTRIE

Vaccin diftero-tetano-pertussis acelular-

poliomielitic inactivat, adsorbit

TETRAXIM suspensie injectabild in not available 4490/2012/02 SANOFI WINTHROP RO

seringa preumpluta
Vaccin diftero-tetano-pertussis acelular-

INDUSTRIE
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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

poliomielitic inactivat, adsorbit

TETRAXIM suspensie injectabila in
seringa preumpluta

Vaccin diftero-tetano-pertussis acelular-
poliomielitic inactivat, adsorbit

not available

4490/2012/03

SANOFI WINTHROP
INDUSTRIE

RO

TETRAXIM suspensie injectabila in
seringa preumpluta

Vaccin diftero-tetano-pertussis acelular-
poliomielitic inactivat, adsorbit

not available

4490/2012/04

SANOFI WINTHROP
INDUSTRIE

RO

TETRAXIM suspensie injectabila in
seringa preumpluta

Vaccin diftero-tetano-pertussis acelular-
poliomielitic inactivat, adsorbit

not available

4490/2012/05

SANOFI WINTHROP
INDUSTRIE

RO

Boostrix-IPV suspensie injectabild in
seringa preumpluta Vaccin difteric,
tetanic, pertussis (acelular,
componente) si poliomielitic (inactivat)
(adsorbit, cu continut redus de
antigen(e))

DE/H/0466/003

8900/2016/03

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

Boostrix-IPV suspensie injectabild in
seringa preumpluta Vaccin difteric,
tetanic, pertussis (acelular,
componente) si poliomielitic (inactivat)
(adsorbit, cu continut redus de
antigen(e))

DE/H/0466/003

8900/2016/02

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

Boostrix-IPV suspensie injectabila in
seringa preumpluta Vaccin difteric,
tetanic, pertussis (acelular,
componente) si poliomielitic (inactivat)
(adsorbit, cu continut redus de
antigen(e))

DE/H/0466/003

8900/2016/01

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

Boostrix-IPV suspensie injectabild in
seringa preumpluta Vaccin difteric,
tetanic, pertussis (acelular,
componente) si poliomielitic (inactivat)

DE/H/0466/003

8900/2016/04

GLAXOSMITHKLINE
BIOLOGICALS S.A.

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

(adsorbit, cu continut redus de
antigen(e))

Boostrix-IPV suspensie injectabila in
seringa preumpluta Vaccin difteric,
tetanic, pertussis (acelular,
componente) si poliomielitic (inactivat)
(adsorbit, cu continut redus de
antigen(e))

DE/H/0466/003

8900/2016/05

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

Boostrix-IPV suspensie injectabild in
seringa preumpluta Vaccin difteric,
tetanic, pertussis (acelular,
componente) si poliomielitic (inactivat)
(adsorbit, cu continut redus de
antigen(e))

DE/H/0466/003

8900/2016/06

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

Adacel Polio suspensie injectabila in
seringa preumpluta

Vaccin difteric, tetanic, pertussis
(acelular, componente) si poliomielitic
(inactivat), (adsorbit, cu continut redus
de antigen(e))

DE/H/0215/001-002

15540/2024/01

SANOFI WINTHROP
INDUSTRIE

RO

Adacel Polio suspensie injectabild in
seringa preumpluta

Vaccin difteric, tetanic, pertussis
(acelular, componente) si poliomielitic
(inactivat), (adsorbit, cu continut redus
de antigen(e))

DE/H/0215/001-002

15540/2024/02

SANOFI WINTHROP
INDUSTRIE

RO

Adacel Polio suspensie injectabild in
seringa preumpluta

Vaccin difteric, tetanic, pertussis
(acelular, componente) si poliomielitic
(inactivat), (adsorbit, cu continut redus
de antigen(e))

DE/H/0215/001-002

15540/2024/03

SANOFI WINTHROP
INDUSTRIE

RO

Adacel Polio suspensie injectabila in
seringa preumpluta
Vaccin difteric, tetanic, pertussis

DE/H/0215/001-002

15540/2024/04

SANOFI WINTHROP
INDUSTRIE

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

(acelular, componente) si poliomielitic
(inactivat), (adsorbit, cu continut redus
de antigen(e))

Adacel Polio suspensie injectabild in
seringa preumpluta

Vaccin difteric, tetanic, pertussis
(acelular, componente) si poliomielitic
(inactivat), (adsorbit, cu continut redus
de antigen(e))

DE/H/0215/001-002

15540/2024/05

SANOFI WINTHROP
INDUSTRIE

RO

Adacel Polio suspensie injectabila in
seringa preumpluta

Vaccin difteric, tetanic, pertussis
(acelular, componente) si poliomielitic
(inactivat), (adsorbit, cu continut redus
de antigen(e))

DE/H/0215/001-002

15540/2024/06

SANOFI WINTHROP
INDUSTRIE

RO

Adacel Polio suspensie injectabild in
seringa preumpluta

Vaccin difteric, tetanic, pertussis
(acelular, componente) si poliomielitic
(inactivat), (adsorbit, cu continut redus
de antigen(e))

DE/H/0215/001-002

15540/2024/07

SANOFI WINTHROP
INDUSTRIE

RO

Tetravac, injektionsvatska, suspension i
forfylld spruta

Vaccin mot difteri, stelkramp och
kikhosta, acellulart, komponent samt
mot polio, inaktiverat,

adsorberat.

SE/H/0154/001

13464

SANOFI WINTHROP
INDUSTRIE

SE

Tetravac, injektionsvdtska, suspension i
forfylld spruta

Vaccin mot difteri, stelkramp och
kikhosta, acellulart, komponent samt
mot polio, inaktiverat,

adsorberat.

SE/H/0154/001

13464

SANOFI WINTHROP
INDUSTRIE

SE

Tetravac, injektionsvatska, suspension i
forfylld spruta

SE/H/0154/001

13464

SANOFI WINTHROP
INDUSTRIE

SE

List of nationally authorised medicinal products

Page 84/97




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

Vaccin mot difteri, stelkramp och
kikhosta, acellulart, komponent samt
mot polio, inaktiverat,

adsorberat.

Tetravac, injektionsvdatska, suspension i
forfylld spruta

Vaccin mot difteri, stelkramp och
kikhosta, acellulart, komponent samt
mot polio, inaktiverat,

adsorberat.

SE/H/0154/001

13464

SANOFI WINTHROP
INDUSTRIE

SE

Tetravac, injektionsvatska, suspension i
forfylld spruta

Vaccin mot difteri, stelkramp och
kikhosta, acellulart, komponent samt
mot polio, inaktiverat,

adsorberat.

SE/H/0154/001

13464

SANOFI WINTHROP
INDUSTRIE

SE

Tetravac, injektionsvatska, suspension i
forfylld spruta

Vaccin mot difteri, stelkramp och
kikhosta, acellulart, komponent samt
mot polio, inaktiverat,

adsorberat.

SE/H/0154/001

13464

SANOFI WINTHROP
INDUSTRIE

SE

Tetravac, injektionsvdtska, suspension i
forfylld spruta

Vaccin mot difteri, stelkramp och
kikhosta, acellulart, komponent samt
mot polio, inaktiverat,

adsorberat.

SE/H/0154/001

13464

SANOFI WINTHROP
INDUSTRIE

SE

Tetravac, injektionsvatska, suspension i
forfylld spruta

Vaccin mot difteri, stelkramp och
kikhosta, acellulart, komponent samt
mot polio, inaktiverat,

adsorberat.

SE/H/0154/001

13464

SANOFI WINTHROP
INDUSTRIE

SE

Boostrix Polio, injektionsvatska,

DE/H/0466/003

21068

GLAXOSMITHKLINE AB

SE
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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

suspension i forfylld spruta.

Vaccin mot difteri, stelkramp, kikhosta
(acellulart, komponent) och polio
(inaktiverat), adsorberat,

med reducerat antigeninnehall

Boostrix Polio, injektionsvatska,
suspension i forfylld spruta.

Vaccin mot difteri, stelkramp, kikhosta
(acellulart, komponent) och polio
(inaktiverat), adsorberat,

med reducerat antigeninnehall

DE/H/0466/003

21068

GLAXOSMITHKLINE AB

SE

Repevax, injektionsvatska, suspension i
forfylld spruta

Vaccin mot difteri, tetanus, pertussis
(acellulart, komponent) och
(inaktiverat) poliomyelit (adsorberat,
lagre antigenhalt)

DE/H/0215/001-002

59538

SANOFI WINTHROP
INDUSTRIE

SE

Repevax, injektionsvatska, suspension i
forfylld spruta

Vaccin mot difteri, tetanus, pertussis
(acellulart, komponent) och
(inaktiverat) poliomyelit (adsorberat,
lagre antigenhalt)

DE/H/0215/001-002

59538

SANOFI WINTHROP
INDUSTRIE

SE

Repevax, injektionsvatska, suspension i
forfylld spruta

Vaccin mot difteri, tetanus, pertussis
(acellulart, komponent) och
(inaktiverat) poliomyelit (adsorberat,
lagre antigenhalt)

DE/H/0215/001-002

59538

SANOFI WINTHROP
INDUSTRIE

SE

Repevax, injektionsvatska, suspension i
forfylld spruta

DE/H/0215/001-002

59538

SANOFI WINTHROP
INDUSTRIE

SE
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suspension i forfylld spruta Vaccin mot
difteri, stelkramp och kikhosta,
acellulart, komponent samt mot polio,
inaktiverat, adsorberat.

Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State

country) Authorisation Number member state where product is
number authorised

Vaccin mot difteri, tetanus, pertussis

(acellulart, komponent) och

(inaktiverat) poliomyelit (adsorberat,

lagre antigenhalt)

Repevax, injektionsvatska, suspension i DE/H/0215/001-002 59538 SANOFI WINTHROP SE

forfylld spruta INDUSTRIE

Vaccin mot difteri, tetanus, pertussis

(acellulart, komponent) och

(inaktiverat) poliomyelit (adsorberat,

lagre antigenhalt)

Repevax, injektionsvatska, suspension i DE/H/0215/001-002 59538 SANOFI WINTHROP SE

forfylld spruta INDUSTRIE

Vaccin mot difteri, tetanus, pertussis

(acellulart, komponent) och

(inaktiverat) poliomyelit (adsorberat,

lagre antigenhalt)

Repevax, injektionsvatska, suspension i DE/H/0215/001-002 59538 SANOFI WINTHROP SE

forfylld spruta INDUSTRIE

Vaccin mot difteri, tetanus, pertussis

(acellulart, komponent) och

(inaktiverat) poliomyelit (adsorberat,

lagre antigenhalt)

Infanrix Polio, injektionsvatska, FR/H/0251/002 22287 GLAXOSMITHKLINE AB SE

suspension i forfylld spruta Vaccin mot

difteri, stelkramp och kikhosta,

acellulart, komponent samt mot polio,

inaktiverat, adsorberat.

Infanrix Polio, injektionsvatska, FR/H/0251/002 22287 GLAXOSMITHKLINE AB SE
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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

Infanrix Polio, injektionsvatska,
suspension i forfylld spruta Vaccin mot
difteri, stelkramp och kikhosta,
acellulart, komponent samt mot polio,
inaktiverat, adsorberat.

FR/H/0251/002

22287

GLAXOSMITHKLINE AB

SE

Infanrix Polio, injektionsvatska,
suspension i forfylld spruta Vaccin mot
difteri, stelkramp och kikhosta,
acellulart, komponent samt mot polio,
inaktiverat, adsorberat.

FR/H/0251/002

22287

GLAXOSMITHKLINE AB

SE

Infanrix Polio, injektionsvatska,
suspension i forfylld spruta Vaccin mot
difteri, stelkramp och kikhosta,
acellulart, komponent samt mot polio,
inaktiverat, adsorberat.

FR/H/0251/002

22287

GLAXOSMITHKLINE AB

SE

Boostrix Polio suspenzija za injiciranje v
napolnjeni injekcijski brizgi

cepivo proti davici, tetanusu,
oslovskemu kaslju - acelularno in
otroski paralizi - inaktivirano
(adsorbirano, z zmanjsano vsebnostjo
antigenov)

DE/H/0466/003

H/10/00651/001

GLAXOSMITHKLINE
BIOLOGICALS S.A.

SI

Boostrix Polio suspenzija za injiciranje v
napolnjeni injekcijski brizgi

cepivo proti davici, tetanusu,
oslovskemu kaslju - acelularno in
otroski paralizi - inaktivirano
(adsorbirano, z zmanjsano vsebnostjo
antigenov)

DE/H/0466/003

H/10/00651/002

GLAXOSMITHKLINE
BIOLOGICALS S.A.

SI

Boostrix Polio suspenzija za injiciranje v
napolnjeni injekcijski brizgi

cepivo proti davici, tetanusu,
oslovskemu kaslju - acelularno in
otroski paralizi — inaktivirano
(adsorbirano, z zmanjsano vsebnostjo

DE/H/0466/003

H/10/00651/003

GLAXOSMITHKLINE
BIOLOGICALS S.A.

SI
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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

antigenov)

Boostrix Polio suspenzija za injiciranje v
napolnjeni injekcijski brizgi

cepivo proti davici, tetanusu,
oslovskemu kaslju - acelularno in
otroski paralizi — inaktivirano
(adsorbirano, z zmanjsano vsebnostjo
antigenov)

DE/H/0466/003

H/10/00651/004

GLAXOSMITHKLINE
BIOLOGICALS S.A.

SI

Boostrix Polio suspenzija za injiciranje v
napolnjeni injekcijski brizgi

cepivo proti davici, tetanusu,
oslovskemu kaslju - acelularno in
otroski paralizi - inaktivirano
(adsorbirano, z zmanjsano vsebnostjo
antigenov)

DE/H/0466/003

H/10/00651/007

GLAXOSMITHKLINE
BIOLOGICALS S.A.

SI

Boostrix Polio suspenzija za injiciranje v
napolnjeni injekcijski brizgi

cepivo proti davici, tetanusu,
oslovskemu kaslju - acelularno in
otroski paralizi - inaktivirano
(adsorbirano, z zmanjsano vsebnostjo
antigenov)

DE/H/0466/003

H/10/00651/008

GLAXOSMITHKLINE
BIOLOGICALS S.A.

SI

Adacel Polio suspenzija za injiciranje v
napolnjeni injekcijski brizgi

Diphtheria, Tetanus, Pertussis (acellular,
component) and Poliomyelitis
(inactivated) Vaccine (adsorbed,
reduced antigen(s) content)

DE/H/0215/001-002

H/20/02707/001

SANOFI WINTHROP
INDUSTRIE

SI

Adacel Polio suspenzija za injiciranje v
napolnjeni injekcijski brizgi

Diphtheria, Tetanus, Pertussis (acellular,
component) and Poliomyelitis
(inactivated) Vaccine (adsorbed,

DE/H/0215/001-002

H/20/02707/002

SANOFI WINTHROP
INDUSTRIE

SI
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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

reduced antigen(s) content)

Adacel Polio suspenzija za injiciranje v
napolnjeni injekcijski brizgi

Diphtheria, Tetanus, Pertussis (acellular,
component) and Poliomyelitis
(inactivated) Vaccine (adsorbed,
reduced antigen(s) content)

DE/H/0215/001-002

H/20/02707/003

SANOFI WINTHROP
INDUSTRIE

SI

Adacel Polio suspenzija za injiciranje v
napolnjeni injekcijski brizgi

Diphtheria, Tetanus, Pertussis (acellular,
component) and Poliomyelitis
(inactivated) Vaccine (adsorbed,
reduced antigen(s) content)

DE/H/0215/001-002

H/20/02707/004

SANOFI WINTHROP
INDUSTRIE

SI

Adacel Polio suspenzija za injiciranje v
napolnjeni injekcijski brizgi

Diphtheria, Tetanus, Pertussis (acellular,
component) and Poliomyelitis
(inactivated) Vaccine (adsorbed,
reduced antigen(s) content)

DE/H/0215/001-002

H/20/02707/006

SANOFI WINTHROP
INDUSTRIE

SI

Adacel Polio suspenzija za injiciranje v
napolnjeni injekcijski brizgi

Diphtheria, Tetanus, Pertussis (acellular,
component) and Poliomyelitis
(inactivated) Vaccine (adsorbed,
reduced antigen(s) content)

DE/H/0215/001-002

H/20/02707/005

SANOFI WINTHROP
INDUSTRIE

SI

Adacel Polio suspenzija za injiciranje v
napolnjeni injekcijski brizgi

Diphtheria, Tetanus, Pertussis (acellular,
component) and Poliomyelitis
(inactivated) Vaccine (adsorbed,

DE/H/0215/001-002

H/20/02707/007

SANOFI WINTHROP
INDUSTRIE

SI
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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

reduced antigen(s) content)

TETRAXIM Injekcna suspenzia v
naplnenej injekénej striekacke
Ockovacia latka (adsorbovand) proti
zaskrtu, tetanu, ¢iernemu kaslu
(acelularna zlozka), detskej obrne
(inaktivovana).

HU/H/0406/001

59/0291/16-S

SANOFI WINTHROP
INDUSTRIE

SK

TETRAXIM Injekcéna suspenzia v
naplnenej injekénej striekacke
Ockovacia latka (adsorbovanad) proti
zaskrtu, tetanu, ¢iernemu kaslu
(acelularna zlozka), detskej obrne
(inaktivovana).

HU/H/0406/001

59/0291/16-S

SANOFI WINTHROP
INDUSTRIE

SK

TETRAXIM Injekcna suspenzia v
naplnenej injekénej striekacke
Ockovacia latka (adsorbovand) proti
zaskrtu, tetanu, ¢iernemu kaslu
(aceluldrna zlozka), detskej obrne
(inaktivovana).

HU/H/0406/001

59/0291/16-S

SANOFI WINTHROP
INDUSTRIE

SK

TETRAXIM Injekcéna suspenzia v
naplnenej injekénej striekacke
Ockovacia latka (adsorbovand) proti
zaskrtu, tetanu, ¢iernemu kaslu
(acelularna zlozka), detskej obrne
(inaktivovana).

HU/H/0406/001

59/0291/16-S

SANOFI WINTHROP
INDUSTRIE

SK

TETRAXIM Injekcna suspenzia v
naplnenej injekénej striekacke
Ockovacia latka (adsorbovanad) proti
zaskrtu, tetanu, ¢iernemu kaslu
(aceluldrna zlozka), detskej obrne
(inaktivovana).

HU/H/0406/001

59/0291/16-S

SANOFI WINTHROP
INDUSTRIE

SK

TETRAXIM Injekcna suspenzia v
naplnenej injekénej striekacke
Ockovacia latka (adsorbovand) proti
zaskrtu, tetanu, ¢iernemu kaslu

HU/H/0406/001

59/0291/16-S

SANOFI WINTHROP
INDUSTRIE

SK
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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

(acelularna zlozka), detskej obrne
(inaktivovana).

TETRAXIM Injekc¢na suspenzia v
naplnenej injekénej striekacke
Ockovacia latka (adsorbovanad) proti
zaskrtu, tetanu, ¢iernemu kaslu
(acelularna zlozka), detskej obrne
(inaktivovana).

HU/H/0406/001

59/0291/16-S

SANOFI WINTHROP
INDUSTRIE

SK

TETRAXIM Injekcna suspenzia v
naplnenej injekénej striekacke
Ockovacia latka (adsorbovand) proti
zaskrtu, tetanu, ¢iernemu kaslu
(aceluldrna zlozka), detskej obrne
(inaktivovana).

HU/H/0406/001

59/0291/16-S

SANOFI WINTHROP
INDUSTRIE

SK

Boostrix Polio Injek¢éna suspenzia v
naplnenej injekénej striekacke
Ockovacia latka (adsorbovana, so
znizenym obsahom antigénu
(antigénov)) proti zaskrtu, tetanu,
¢iernemu kaslu (acelularna zlozka
pertussis) a detskej obrne
(inaktivovana)

DE/H/0466/003

59/0373/07-S

GLAXOSMITHKLINE
BIOLOGICALS S.A.

SK

ADACEL POLIO injekénd suspenzia v
naplnenej injekénej striekacke
Ockovacia latka (adsorbovana s
redukovanym obsahom antigénov) proti
zaskrtu, tetanu, ¢iernemu kaslu
(nebunkové zlozky) a detskej obrne
(inaktivovana)

DE/H/0215/001-002

59/0035/20-S

SANOFI WINTHROP
INDUSTRIE

SK

ADACEL POLIO injekénd suspenzia v
naplnenej injekénej striekacke
Ockovacia latka (adsorbovana s
redukovanym obsahom antigénov) proti
zaskrtu, tetanu, ¢iernemu kaslu
(nebunkové zlozky) a detskej obrne

DE/H/0215/001-002

59/0035/20-S

SANOFI WINTHROP
INDUSTRIE

SK
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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

(inaktivovana)

ADACEL POLIO injek¢na suspenzia v
naplnenej injekénej striekacke
Ockovacia latka (adsorbovana s
redukovanym obsahom antigénov) proti
zaskrtu, tetanu, ¢iernemu kaslu
(nebunkové zlozky) a detskej obrne
(inaktivovana)

DE/H/0215/001-002

59/0035/20-S

SANOFI WINTHROP
INDUSTRIE

SK

ADACEL POLIO injek¢na suspenzia v
naplnenej injekénej striekacke
Ockovacia latka (adsorbovana s
redukovanym obsahom antigénov) proti
zaskrtu, tetanu, ¢iernemu kaslu
(nebunkové zlozky) a detskej obrne
(inaktivovana)

DE/H/0215/001-002

59/0035/20-S

SANOFI WINTHROP
INDUSTRIE

SK

ADACEL POLIO injek¢na suspenzia v
naplnenej injekénej striekacke
Ockovacia latka (adsorbovana s
redukovanym obsahom antigénov) proti
zaskrtu, tetanu, ¢iernemu kaslu
(nebunkové zlozky) a detskej obrne
(inaktivovana)

DE/H/0215/001-002

59/0035/20-S

SANOFI WINTHROP
INDUSTRIE

SK

ADACEL POLIO injekénd suspenzia v
naplnenej injekénej striekacke
Ockovacia latka (adsorbovana s
redukovanym obsahom antigénov) proti
zaskrtu, tetanu, ¢iernemu kaslu
(nebunkové zlozky) a detskej obrne
(inaktivovana)

DE/H/0215/001-002

59/0035/20-S

SANOFI WINTHROP
INDUSTRIE

SK

ADACEL POLIO injekénd suspenzia v
naplnenej injekénej striekacke
Ockovacia latka (adsorbovana s
redukovanym obsahom antigénov) proti
zaskrtu, tetanu, ¢iernemu kaslu
(nebunkové zlozky) a detskej obrne

DE/H/0215/001-002

59/0035/20-S

SANOFI WINTHROP
INDUSTRIE

SK
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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

(inaktivovana)

Infanrix Polio

injekcna suspenzia v naplnenej injekcnej
striekacke

Ockovacia latka (adsorbovanad) proti
diftérii, tetanu, pertussis (acelularna
zlozka) a poliomyelitide

(inaktivovana)

FR/H/0251/002

59/0417/08-S

GLAXOSMITHKLINE
BIOLOGICALS S.A.

SK

Infanrix Polio

injekcna suspenzia v naplnenej injekcnej
striekacke

Ockovacia latka (adsorbovand) proti
diftérii, tetanu, pertussis (acelularna
zlozka) a poliomyelitide

(inaktivovana)

FR/H/0251/002

59/0417/08-S

GLAXOSMITHKLINE
BIOLOGICALS S.A.

SK

Infanrix Polio

injekcna suspenzia v naplnenej injekcnej
striekacke

Ockovacia latka (adsorbovand) proti
diftérii, tetanu, pertussis (acelularna
zlozka) a poliomyelitide

(inaktivovana)

FR/H/0251/002

59/0417/08-S

GLAXOSMITHKLINE
BIOLOGICALS S.A.

SK

Infanrix Polio

injekcna suspenzia v naplnenej injekcnej
striekacke

Ockovacia latka (adsorbovand) proti
diftérii, tetanu, pertussis (acelularna
zlozka) a poliomyelitide

(inaktivovana)

FR/H/0251/002

59/0417/08-S

GLAXOSMITHKLINE
BIOLOGICALS S.A.

SK

Infanrix Polio

injekcna suspenzia v naplnenej injekcnej
striekacke

Ockovacia latka (adsorbovand) proti
diftérii, tetanu, pertussis (acelularna
zlozka) a poliomyelitide

FR/H/0251/002

59/0417/08-S

GLAXOSMITHKLINE
BIOLOGICALS S.A.

SK
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Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State

country) Authorisation Number member state where product is
number authorised

(inaktivovana)

Infanrix Polio FR/H/0251/002 59/0417/08-S GLAXOSMITHKLINE SK

injekcna suspenzia v naplnenej injekcnej BIOLOGICALS S.A.

striekacke

Ockovacia latka (adsorbovanad) proti

diftérii, tetanu, pertussis (acelularna

zlozka) a poliomyelitide

(inaktivovana)

Tetravac, suspension for injection in SE/H/0154/001 PL 23228/0004 SANOFI WINTHROP XI

prefilled syringe INDUSTRIE

Diphtheria, tetanus, pertussis (acellular,

component) and poliomyelitis

(inactivated) vaccine

(adsorbed).

Tetravac, suspension for injection in SE/H/0154/001 PL 23228/0004 SANOFI WINTHROP XI

prefilled syringe INDUSTRIE

Diphtheria, tetanus, pertussis (acellular,

component) and poliomyelitis

(inactivated) vaccine

(adsorbed).

Tetravac, suspension for injection in SE/H/0154/001 PL 23228/0004 SANOFI WINTHROP XI

prefilled syringe INDUSTRIE

Diphtheria, tetanus, pertussis (acellular,

component) and poliomyelitis

(inactivated) vaccine

(adsorbed).

Tetravac, suspension for injection in SE/H/0154/001 PL 23228/0004 SANOFI WINTHROP XI

prefilled syringe INDUSTRIE

Diphtheria, tetanus, pertussis (acellular,

component) and poliomyelitis

(inactivated) vaccine

(adsorbed).

Tetravac, suspension for injection in SE/H/0154/001 PL 23228/0004 SANOFI WINTHROP XI

prefilled syringe
Diphtheria, tetanus, pertussis (acellular,

INDUSTRIE
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pre-filled syringe

Diphtheria, Tetanus, Pertussis (acellular,
component) and Poliomyelitis
(inactivated) Vaccine (adsorbed,
reduced antigen(s) content)

INDUSTRIE

Product Name (in authorisation MRP/DCP National Authorisation | MAH of product in the Member State

country) Authorisation Number member state where product is
number authorised

component) and poliomyelitis

(inactivated) vaccine

(adsorbed).

Tetravac, suspension for injection in SE/H/0154/001 PL 23228/0004 SANOFI WINTHROP XI

prefilled syringe INDUSTRIE

Diphtheria, tetanus, pertussis (acellular,

component) and poliomyelitis

(inactivated) vaccine

(adsorbed).

Tetravac, suspension for injection in SE/H/0154/001 PL 23228/0004 SANOFI WINTHROP XI

prefilled syringe INDUSTRIE

Diphtheria, tetanus, pertussis (acellular,

component) and poliomyelitis

(inactivated) vaccine

(adsorbed).

Tetravac, suspension for injection in SE/H/0154/001 PL 23228/0004 SANOFI WINTHROP XI

prefilled syringe INDUSTRIE

Diphtheria, tetanus, pertussis (acellular,

component) and poliomyelitis

(inactivated) vaccine

(adsorbed).

REPEVAX, suspension for injection, in DE/H/0215/001-002 PL 23228/0009 SANOFI WINTHROP XI

pre-filled syringe INDUSTRIE

Diphtheria, Tetanus, Pertussis (acellular,

component) and Poliomyelitis

(inactivated) Vaccine (adsorbed,

reduced antigen(s) content)

REPEVAX, suspension for injection, in DE/H/0215/001-002 PL 23228/0009 SANOFI WINTHROP XI

List of nationally authorised medicinal products

Page 96/97




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

REPEVAX, suspension for injection, in
pre-filled syringe

Diphtheria, Tetanus, Pertussis (acellular,
component) and Poliomyelitis
(inactivated) Vaccine (adsorbed,
reduced antigen(s) content)

DE/H/0215/001-002

PL 23228/0009

SANOFI WINTHROP
INDUSTRIE

XI

REPEVAX, suspension for injection, in
pre-filled syringe

Diphtheria, Tetanus, Pertussis (acellular,
component) and Poliomyelitis
(inactivated) Vaccine (adsorbed,
reduced antigen(s) content)

DE/H/0215/001-002

PL 23228/0009

SANOFI WINTHROP
INDUSTRIE

XI

REPEVAX, suspension for injection, in
pre-filled syringe

Diphtheria, Tetanus, Pertussis (acellular,
component) and Poliomyelitis
(inactivated) Vaccine (adsorbed,
reduced antigen(s) content)

DE/H/0215/001-002

PL 23228/0009

SANOFI WINTHROP
INDUSTRIE

XI

REPEVAX, suspension for injection, in
pre-filled syringe

Diphtheria, Tetanus, Pertussis (acellular,
component) and Poliomyelitis
(inactivated) Vaccine (adsorbed,
reduced antigen(s) content)

DE/H/0215/001-002

PL 23228/0009

SANOFI WINTHROP
INDUSTRIE

XI
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