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

TETRAVAC Injektionssuspension | SE/H/0154/001 2-00226 SANOFI PASTEUR EUROPE AT
Diphtherie-, Tetanus-, Pertussis-
(azellular, Komponenten) und
Poliomyelitis-(inaktiviert)
Impfstoff, adsorbiert

REPEVAX Injektionssuspension DE/H/0215/001 2-00284 SANOFI PASTEUR EUROPE AT
in einer Fertigspritze Diphtherie-
Tetanus-Pertussis(azellular, aus
Komponenten)-
Poliomyelitis(inaktiviert)-
Impfstoff (adsorbiert, mit
reduziertem Antigengehalt)
REPEVAX Injektionssuspension DE/H/0215/001 2-00284 SANOFI PASTEUR EUROPE AT
in einer Fertigspritze Diphtherie-
Tetanus-Pertussis(azelluldr, aus
Komponenten)-
Poliomyelitis(inaktiviert)-
Impfstoff (adsorbiert, mit
reduziertem Antigengehalt)

Boostrix®Polio - DE/H/0466/003 2-00302 GLAXOSMITHKLINE PHARMA | AT
Injektionssuspension in einer GMBH.
Fertigspritze

Diphtherie-, Tetanus-, Pertussis
azellular- und Poliomyelitis
(inaktiviert) - Impfstoff
(adsorbiert,

verminderter Antigengehalt)
DTaP-IPV Vakzine SSI DK/H/0132/001 2-00232 AJ VACCINES A/S AT
Injektionssuspension in einer
Fertigspritze.

Diphtherie-, Tetanus-, Pertussis-
(azellulare Komponente) und
Polio- (inaktiviert) Impfstoff
(adsorbiert)

Tetravac, suspension injectable SE/H/0154/001 BE196122 SANOFI PASTEUR EUROPE BE
Vaccin diphtérique, tétanique,
coguelucheux (acellulaire,
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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

composant) et poliomyélitique
(inactivé), adsorbé

Tetravac, suspensie voor injectie

Geadsorbeerd difterie-, tetanus-,

kinkhoest- (acellulair,
component) en poliovaccin
(geinactiveerd)

SE/H/0154/001

BE196122

SANOFI PASTEUR EUROPE

BE

Tetravac, Suspension zur
Injektion Impfstoff (adsorbiert)
gegen Diphtherie, Tetanus,
Pertussis (mit azellularer
Komponente) und Poliomyelitis
(inaktiviert)

SE/H/0154/001

BE196122

SANOFI PASTEUR EUROPE

BE

Infanrix-IPV, 0,5 ml/dosis,
suspensie voor injectie

not available

BE212152

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

Infanrix-IPV, 0,5 ml/Dosis
Injizierbare Suspension

not available

BE212152

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

Infanrix-IPV, 0,5 ml/dose,
suspension injectable

not available

BE212152

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

BE241096

SANOFI PASTEUR EUROPE

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

BE241096

SANOFI PASTEUR EUROPE

BE

TRIAXIS POLIO
Injektionssuspension in einer
Fertigspritze Diphtherie-,

DE/H/0215/001

BE241096

SANOFI PASTEUR EUROPE

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

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

TRIAXIS POLIO, suspensie voor
injectie in voorgevulde spuit
Difterie, Tetanus, Pertussis
(acellulaire, component) en
Poliomyelitis (geinactiveerd)
vaccin (geadsorbeerd,
gereduceerd antigeengehalte)

DE/H/0215/001

BE241096

SANOFI PASTEUR EUROPE

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

BE241096

SANOFI PASTEUR EUROPE

BE

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

DE/H/0215/001

BE241096

SANOFI PASTEUR EUROPE

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, suspension

DE/H/0466/004

BE270426

GLAXOSMITHKLINE

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

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

BIOLOGICALS S.A.

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

DE/H/0466/003

BE270435

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

Boostrix Polio,
Injektionssuspension Impfstoff
(adsorbiert, Inhalt
antigenreduziert) gegen
Diphtherie, Tetanus, Pertussis
(azellular) und Poliomyelitis
(inaktiv)

DE/H/0466/004

BE270426

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

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

DE/H/0466/004

BE270426

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

AOACEN MOJINO, MHXEKLMOHHA
CyCMeH3usa B npeaBapuTenHo
Hanb/HEHA CNpPUHLIOBKA.
AacopbupaHa BakcuHa cpelly
andTepus, TeTaHyc, KOKJIOLW
(6e3kneTbyHa, KOMNOHEHTHA) U
nonvomMmnennt (MHaKTUBMpaHa), C
HaMasneHO aHTUIeHHO
CbAbpXKaHue

DE/H/0215/001

20200008

SANOFI PASTEUR

BG

AOACEN NOJTINO, MHXEeKLNOHHA
CycneH3us B npeaBapuTenHo
Hanb/HEHA CNPUHLIOBKA.
AncopbupaHa BakcuMHa cpeLly
andTepus, TeTaHyC, KOKJIOLL
(6e3kneTbyYyHa, KOMMOHEHTHA) U
nonvomMnenut (MHaKTUBMpaHa), C
HaManeHO aHTUFeHHO
CbAbpXaHue

DE/H/0215/001

20200008

SANOFI PASTEUR

BG

TETPAKCWUM 0,5 ml
WHXXEKLMOHHA CyCrneH3us
AacopbupaHa BakCcuHa cpelly
andTepus, TeTaHyC, KOKJIOLL
(6e3kneTbyHa, KOMNOHEHTHA) U
noavomMnennt (MHaKTUBMpaHa)

not available

20060041

SANOFI PASTEUR

BG

BycTpukc MNMonmo MHXeKuMoHHa
cycneHsua AgcopbupaHa
BaKCHHa cpelly andrepus,
TeTaHyc, Koknow (6eskneTbyHa,
KOMMOHEHTHA) 1 noanoMmennT
(MHaKTMBMpaHa)

DE/H/0466/004

20120314

GLAXOSMITHKLINE EOOD

BG

Infanrix Tetra, evéoipo
EVAIOPNHA OE NPOYEPIOHEVN
ouplyya EuoAio
(npoopoPnuEVO)
TETAVOU, KOKKUTN
(akuTTapIkKG  OUOTATIKO)  Kal
noAIoJUEeAITIOAC

d1pBepiTIdag,

FR/H/0251/002

20232

GLAXOSMITHKLINE
(CYPRUS) LIMITED

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

(adpavonoinuevng).

TETRAXIM, evéoigo evaiwpnua
O€ NpoyeUIoUEVNn ouplyya,
EpBOAIo (Mpoopo®npévo),
d1pBepiTIdAC, TETAVOU, KOKKUTN
(akuTTapikd, oUCTATIKO) Kal
NoAIOPUEAITIOAg
(adpavonoinuevo)

HU/H/0406/001

022511

SANOFI PASTEUR

Cy

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

MARKET
AUTHORISATION
APPLICATION - 310 - EU
MRP -

59/265/19-C

SANOFI PASTEUR

Ccz

Infanrix Polio injek¢ni suspenze
v predplnéné injek¢ni stiikacce
Adsorbovana vakcina proti
difterii, tetanu, pertusi
(aceluladrni komponenta) a
poliomyelitidé (inaktivovana
vakcina).

FR/H/0251/002

59/268/05-C

GLAXOSMITHKLINE
BIOLOGICALS S.A.

Ccz

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

MARKET
AUTHORISATION
APPLICATION - 310 - EU
MRP -

59/265/19-C

SANOFI PASTEUR

Ccz

Boostrix Polio injekéni suspenze
v predplnéné injekcni stiikacce
Adsorbovana vakcina proti
difterii, tetanu, pertusi
(acelularni komponenta) a
poliomyelitidé (inaktivovana
vakcina) se snizenym obsahem
antigend.

DE/H/0466/003

59/497/07-C

GLAXOSMITHKLINE S.R.O.

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

Tetraxim, injek¢ni suspenze v
predplnéné injekéni stiikacce
Adsorbovana vakcina proti
difterii, tetanu, pertusi
(aceluladrni komponenta),
poliomyelitidé (inaktivovana)

HU/H/0406/001

59/285/16-C

SANOFI PASTEUR

Ccz

TETRAVAC Injektionssuspension
in einer Fertigspritze
Diphtherie-Tetanus-Pertussis
(azellular)-Poliomyelitis
(inaktiviert)-Adsorbat-Impfstoff

not available

1A/97

SANOFI PASTEUR EUROPE

DE

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

DE/H/0215/001

PEI.H.02354.01.1

SANOFI PASTEUR EUROPE

DE

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

DE/H/0215/001

PEI.H.02354.01.1

SANOFI PASTEUR EUROPE

DE

Boostrix® Polio - Suspension zur
Injektion in Glasflaschchen
Diphtherie- Tetanus-Pertussis
(azelluHire Bestandteile)-
inaktivierter Poliomyelitis
Kombinationsimpfstoff
(adsorbiert) zur
Auf:frischimpfung

DE/H/0466/004

PEI.H.02950.01.2

GLAXOSMITHKLINE GMBH &
CO. KG

DE

Boostrix® Polio
Injektionssuspension in einer
Fertigspritze Diphtherie-,
Tetanus-, Pertussis (azelluldr,

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 number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

aus Komponenten)- und
Poliomyelitis (inaktiviert)-
Adsorbatimpfstoff (mit
reduziertem Antigengehalt)

DiTeKiPol Booster,
injektionsvaeske, suspension,
fyldt injektionssprgijte

not available

35304

AJ VACCINES A/S

DK

Tetravac Injektionsvaeske,
suspension

Difteri-, tetanus-, pertussis-
(acellulaer, komponent) og
poliovaccine (inaktiveret),
adsorberet

SE/H/0154/001

30186

SANOFI PASTEUR EUROPE

DK

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

DE/H/0215/001

33442

SANOFI PASTEUR EUROPE

DK

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

DE/H/0215/001

33442

SANOFI PASTEUR EUROPE

DK

Boostrix Polio, injektionsvaeske,
suspension, heetteglas Difteri-,
tetanus-, kighoste (acellulzer)-,
polio (inaktiveret)-vaccine
(adsorberet)

DE/H/0466/004

49762

GLAXOSMITHKLINE PHARMA
A/S

DK

Boostrix Polio, injektionsvaeske,
suspension, fyldt
injektionssprgijte

DE/H/0466/003

49761

GLAXOSMITHKLINE PHARMA
A/S

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

Injektionsvaeske

DiTeKiPol, injektionsvaeske,
suspension i fyldt
engangssprgijte

DK/H/0132/001

17843

AJ VACCINES A/S

DK

Infanrix Polio, slistesuspensioon
sUstlis. Difteeria, teetanuse,
lakakdha (atsellulaarne
komponentvaktsiin) ja
poliomueliidi (inaktiveeritud)
vaktsiin (adsorbeeritud).

FR/H/0251/002

483205

GLAXOSMITHKLINE
BIOLOGICALS S.A.

EE

TETRAXIM, slistesuspensioon

sustlis

Difteeria, teetanuse, ldkakdha
(atsellulaarne komponent) ja

poliomueliidi (inaktiveeritud)

vaktsiin (adsorbeeritud)

not available

430704

SANOFI PASTEUR

EE

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

84.886

SANOFI PASTEUR

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

84.886

SANOFI PASTEUR

ES

Boostrix Polio suspensidn
inyectable en jeringa precargada
Vacuna antidiftérica,
antitetanica, antitos ferina
(componente acelular),

DE/H/0466/003

66.462

GLAXOSMITHKLINE, S.A.

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

antipoliomielitis (inactivada)
(adsorbida, contenido antigénico
reducido)

Tetravac, injektioneste,
suspensio

Adsorboitu kurkkumata-,
jaykkakouristus-, hinkuyska-
(soluton, komponentti) ja polio
(inaktivoitu) -

rokote..

SE/H/0154/001

13676

SANOFI PASTEUR EUROPE

FI

Tetravac injektionsvatska,
suspension Difteri, stelkramp,
kikhosta (acellulart, komponent)
och polio (inaktiverat) vaccin,
adsorberat

SE/H/0154/001

13676

SANOFI PASTEUR EUROPE

FI

Repevax, injektioneste,
suspensio, esitaytetty ruisku
Kurkkumata-, jaykkakouristus-,
hinkuyska- (soluton
komponentti) ja polio-
(inaktivoitu) -rokote (adsorboitu,
alhaisempi antigeenimaara)

DE/H/0215/001

17190

SANOFI PASTEUR EUROPE

FI

REPEVAX Injektionsvatska,
suspension i forfylld spruta
Difteri-, tetanus-, pertussis-
(acellulart, komponent) och
(inaktiverat) poliovaccin
(adsorberat, lagre antigenhalt)

DE/H/0215/001

17190

SANOFI PASTEUR EUROPE

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

Infanrix-Polio injektioneste,
suspensio esitaytetyssa
ruiskussa.Kurkkumata-,

FR/H/0251/002

20846

GLAXOSMITHKLINE
BIOLOGICALS S.A.

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

jaykkakouristus-, hinkuyska
(soluton, komponentti),
poliomyeliitti (inaktivoitu) rokote
(adsorboitu).

Repevax, injektioneste,
suspensio, esitaytetty ruisku
Kurkkumata-, jaykkakouristus-,
hinkuyska- (soluton
komponentti) ja polio-
(inaktivoitu) -rokote (adsorboitu,
alhaisempi antigeenimaara)

DE/H/0215/001

17190

SANOFI PASTEUR EUROPE

FI

REPEVAX Injektionsvatska,
suspension i forfylld spruta
Difteri-, tetanus-, pertussis-
(acellulart, komponent) och
(inaktiverat) poliovaccin
(adsorberat, lagre antigenhalt)

DE/H/0215/001

17190

SANOFI PASTEUR EUROPE

FI

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

19479

GLAXOSMITHKLINE
BIOLOGICALS S.A.

FI

Boostrix Polio - injektioneste,
suspensio esitaytetyssa
ruiskussa

Kurkkumata-, jaykkdkouristus-,
hinkuyska (soluton,
komponentti), poliomyeliitti
(inaktivoitu) rokote,
(adsorboitu, matala
antigeenipitoisuus)

DE/H/0466/003

19479

GLAXOSMITHKLINE
BIOLOGICALS S.A.

FI

DiTeKiPol Injektionsvatska,
suspension i forfylld spruta.
Difteri, tetanus, pertussis

(acellular, komponent) och

DK/H/0132/001

13440

AJ VACCINES A/S

FI

List of nationally authorised medicinal products

EMA/61734/2021

Page 12/71



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

poliomyelit (inaktiverat) vaccin
(adsorberat)

DiTeKiPol, injektioneste
suspensio, esitaytetyssa
ruiskussa Kurkkumata,
jaykkakouristus, hinkuyska
(soluton, komponentti) ja
(inaktivoituja) polio (-viruksia
sisaltdva) rokote (adsorboitu)

DK/H/0132/001

13440

AJ VACCINES A/S

FI

DiTeKiPol, injektioneste
suspensio, esitaytetyssa
ruiskussa Kurkkumata,
jaykkakouristus, hinkuyska
(soluton, komponentti) ja
(inaktivoituja) polio (-viruksia
sisaltdva) rokote (adsorboitu)

DK/H/0132/001

13440

AJ VACCINES A/S

FI

DiTeKiPol Injektionsvatska,
suspension i forfylld spruta.
Difteri, tetanus, pertussis
(acellular, komponent) och
poliomyelit (inaktiverat) vaccin
(adsorberat)

DK/H/0132/001

13440

AJ VACCINES A/S

FI

DiTeKiPol, injektioneste
suspensio, esitaytetyssa
ruiskussa Kurkkumata,
jaykkakouristus, hinkuyska
(soluton, komponentti) ja
(inaktivoituja) polio (-viruksia
sisaltdva) rokote (adsorboitu)

DK/H/0132/001

13440

AJ VACCINES A/S

FI

DiTeKiPol Injektionsvatska,
suspension i forfylld spruta.
Difteri, tetanus, pertussis
(acellular, komponent) och
poliomyelit (inaktiverat) vaccin
(adsorberat)

DK/H/0132/001

13440

AJ VACCINES A/S

FI

DiTeKiPol, injektioneste
suspensio, esitaytetyssa

DK/H/0132/001

13440

AJ VACCINES A/S

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

ruiskussa Kurkkumata,
jaykkakouristus, hinkuyska
(soluton, komponentti) ja
(inaktivoituja) polio (-viruksia
sisaltdva) rokote (adsorboitu)

DiTeKiPol Injektionsvatska,
suspension i forfylld spruta.
Difteri, tetanus, pertussis
(acellular, komponent) och
poliomyelit (inaktiverat) vaccin
(adsorberat)

DK/H/0132/001

13440

AJ VACCINES A/S

FI

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

not available

34009 360 647 6 8

SANOFI PASTEUR EUROPE

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 PASTEUR EUROPE

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 PASTEUR EUROPE

FR

TETRAVAC-ACELLULAIRE,
suspension injectable en
seringue préremplie Vaccin
diphtérique, tétanique,
coguelucheux acellulaire et

not available

34009 360 645 3 9

SANOFI PASTEUR EUROPE

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

poliomyélitique (inactivé),
adsorbé

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

not available

34009 348 223 53

SANOFI PASTEUR EUROPE

FR

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

not available

34009 351 668 4 5

SANOFI PASTEUR EUROPE

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 PASTEUR EUROPE

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 PASTEUR EUROPE

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 PASTEUR EUROPE

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

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

not available

34009 368 750 0 5

SANOFI PASTEUR EUROPE

FR

TETRAXIM, suspension injectable
en seringue préremplie Vaccin
diphtérique, tétanique,
coquelucheux (acellulaire,
multicomposé) et
poliomyélitique (inactivé),
adsorbé

not available

34009 347 82398

SANOFI PASTEUR

FR

TETRAXIM, suspension injectable
en seringue préremplie Vaccin
diphtérique, tétanique,
coquelucheux (acellulaire,
multicomposé) et
poliomyélitique (inactivé),
adsorbé

not available

34009 391 896 8 0

SANOFI PASTEUR

FR

TETRAXIM, suspension injectable
en seringue préremplie Vaccin
diphtérique, tétanique,
coquelucheux (acellulaire,
multicomposé) et
poliomyélitique (inactivé),
adsorbé

not available

34009 348 2229 2

SANOFI PASTEUR

FR

TETRAXIM, suspension injectable
en seringue préremplie Vaccin
diphtérique, tétanique,
coquelucheux (acellulaire,
multicomposé) et
poliomyélitique (inactivé),
adsorbé

not available

34009 359 667 7 3

SANOFI PASTEUR

FR

TETRAXIM, suspension injectable
en seringue préremplie Vaccin

not available

34009 359 668 3 4

SANOFI PASTEUR

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

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

TETRAXIM, suspension injectable
en seringue préremplie Vaccin
diphtérique, tétanique,
coquelucheux (acellulaire,
multicomposé) et
poliomyélitique (inactivé),
adsorbé

not available

34009 368 751 7 3

SANOFI PASTEUR

FR

TETRAXIM, suspension injectable
en seringue préremplie Vaccin
diphtérique, tétanique,
coquelucheux (acellulaire,
multicomposé) et
poliomyélitique (inactivé),
adsorbé

not available

34009 368 752 3 4

SANOFI PASTEUR

FR

TETRAXIM, suspension injectable
en seringue préremplie Vaccin
diphtérique, tétanique,
coquelucheux (acellulaire,
multicomposé) et
poliomyélitique (inactivé),
adsorbé

not available

34009 391 897 4 1

SANOFI PASTEUR

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

359 648-2

SANOFI PASTEUR EUROPE

FR

REPEVAX, suspension injectable
en seringue préremplie Vaccin
diphtérique, tétanique,

DE/H/0215/001

359 647-6

SANOFI PASTEUR EUROPE

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

coquelucheux (acellulaire,
multicomposé) et
poliomyélitique (inactivé),
(adsorbé, a teneur réduite en
antigéne(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

359 645-3

SANOFI PASTEUR EUROPE

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

368 740-5

SANOFI PASTEUR EUROPE

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

368 739-7

SANOFI PASTEUR EUROPE

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

368 738-0

SANOFI PASTEUR EUROPE

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

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

368 737-4

SANOFI PASTEUR EUROPE

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

359 644-7

SANOFI PASTEUR EUROPE

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

359 643-0

SANOFI PASTEUR EUROPE

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

359 642-4

SANOFI PASTEUR EUROPE

FR

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

FR/H/0251/002

NL21433

LABORATOIRE
GLAXOSMITHKLINE

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

inactivé, adsorbé

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

FR/H/0251/002

34009 3552467 6

LABORATOIRE
GLAXOSMITHKLINE

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

359 648-2

SANOFI PASTEUR EUROPE

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

359 647-6

SANOFI PASTEUR EUROPE

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

359 645-3

SANOFI PASTEUR EUROPE

FR

REPEVAX, suspension injectable
en seringue préremplie Vaccin
diphtérique, tétanique,
coquelucheux (acellulaire,
multicomposé) et
poliomyélitique (inactivé),

DE/H/0215/001

368 740-5

SANOFI PASTEUR EUROPE

FR
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

(adsorbé, a teneur réduite en
antigéne(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

368 739-7

SANOFI PASTEUR EUROPE

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

368 738-0

SANOFI PASTEUR EUROPE

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

368 737-4

SANOFI PASTEUR EUROPE

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

359 644-7

SANOFI PASTEUR EUROPE

FR

REPEVAX, suspension injectable
en seringue préremplie Vaccin
diphtérique, tétanique,

DE/H/0215/001

359 643-0

SANOFI PASTEUR EUROPE

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

coquelucheux (acellulaire,
multicomposé) et
poliomyélitique (inactivé),
(adsorbé, a teneur réduite en
antigéne(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

359 642-4

SANOFI PASTEUR EUROPE

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

34009 367 73875

LABORATOIRE
GLAXOSMITHKLINE

FR

BOOSTRIXTETRA, suspension
injectable en seringue
préremplie

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

(inactivé), (adsorbé, a teneur
réduite en antigens)

DE/H/0466/003

34009 367 7401 8

LABORATOIRE
GLAXOSMITHKLINE

FR

BOOSTRIXTETRA, suspension
injectable en seringue
préremplie

Vaccin diphtérique, tétanique,
coquelucheux (acellulaire
multicomposé) et

DE/H/0466/003

34009 367 741 8 6

LABORATOIRE
GLAXOSMITHKLINE

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, a teneur
réduite en antigens)

BOOSTRIXTETRA, suspension
injectable en seringue
préremplie

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

(inactivé), (adsorbé, a teneur
réduite en antigens)

DE/H/0466/003

34009 367 7393 6

LABORATOIRE
GLAXOSMITHKLINE

FR

Tetravac, eveoiyo evaimpnua
MNMpoopo@nuévo UBOAio
d1pBepiTIdAC, TETAVOU, KOKKUTN
(akuTTapIkO, CUCTATIKO) Kal
NoAIOPUEAITIOAg
(adpavonoinuevo)

SE/H/0154/001

14662/02-03-2018 &
106295/17/17-04-2018

SANOFI PASTEUR EUROPE

GR

REPEVAX, gvEQIlo evai®pnua o€
NPOYEUIOUEVN oUplyya EPBOAIo
AipBepiTidag, TeTavou, KokkuTn
(akuTTapIikOd, CUCTATIKO) Kal
MoAlopueAiTidag
(adpavonoinuevo),
(NpoopoPNUEVO, HEIWPEVNG
NEPIEKTIKOTNTAG AVTIYOVOU

(wv)).

DE/H/0215/001/E1

88313/10-07-2019

SANOFI PASTEUR EUROPE

GR

Infanrix Tetra, evéoipo
EVAIWPNUA OE NPOYEUIOHEVN
aupiyya EuBoAio
(npocpopnueévo) dipBepiTIdag,
TETAVOU, KOKKUTN (aKUTTAPIKO
OUOTATIKO) Kal NOAIOHUEAITIDAg
(adpavonoinuévng)

FR/H/0251/002

2682901

GLAXOSMITHKLINE SINGLE
MEMBER A.E.B.E.

GR

REPEVAX, evéoIlo evaiwpnua o€
npoyepiouevn cuplyya EpBOAIo
AlpBepiTIdag, TeTavou, KokkuTn

DE/H/0215/001/E1

88313/10-07-2019

SANOFI PASTEUR EUROPE

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

(akuTTapikd, oUCTATIKO) Kal
MoAlopueAiTIdag
(adpavonoinuevo),
(NPOCPOPNUEVO, HEIWHEVNG
NEPIEKTIKOTNTAG AVTIYOVOU

(@v)).

Boostrix Polio evéoipgo evaiopnua
0€ NpoyeUIoUEVN ouplyya
EnBOAIo (Mpoopo®npévo,
Melwpévo(a) nepiexopevo(a) os
avTiyovo(a) dipBepiTidag,
TETAVOU, KOKKUTN (aKUTTAPIKO
OUOTATIKO) KAl MOAIOHUEAITIOAG
(adpavonoinuevo)

DE/H/0466/003

2650601

GLAXOSMITHKLINE SINGLE
MEMBER A.E.B.E.

GR

ADACEL POLIO, suspenzija za
injekciju u napunjenoj strcaljki
Cjepivo protiv difterije, tetanusa,
hripavca (nestani¢no,
komponentno) i poliomijelitisa
(inaktivirano) sa smanjenim
sadrZzajem antigena, adsorbirano

DE/H/0215/001

HR-H-773372732

SANOFI PASTEUR

HR

ADACEL POLIO, suspenzija za
injekciju u napunjenoj strcaljki
Cjepivo protiv difterije, tetanusa,
hripavca (nestanic¢no,
komponentno) i poliomijelitisa
(inaktivirano) sa smanjenim
sadrZzajem antigena, adsorbirano

DE/H/0215/001

HR-H-773372732

SANOFI PASTEUR

HR

TETRAXIM, suspenzija za
injekciju u napunjenoj strcaljki,
cjepivo protiv difterije, tetanusa,
hripavca (nestanic¢no,
komponentno) i poliomijelitisa
(inaktivirano), adsorbirano

HU/H/0406/001

HR-H-185201369

SANOFI PASTEUR

HR

ADACEL POLIO szuszpenzids
injekcid elGretoltott
fecskenddben Diftéria, tetanusz,

DE/H/0215/001

OGYI-T-23632/01

SANOFI PASTEUR

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

pertusszisz (sejtmentes
alegység) és poliomielitisz
(inaktivalt) vakcina (adszorbealt,
csOkkentett antigéntartalmu)

ADACEL POLIO szuszpenzids
injekcié el6retoltott
fecskenddben Diftéria, tetanusz,
pertusszisz (sejtmentes
alegység) és poliomielitisz
(inaktivalt) vakcina (adszorbealt,
csOkkentett antigéntartalmu)

DE/H/0215/001

OGYI-T-23632/02

SANOFI PASTEUR

HU

ADACEL POLIO szuszpenzids
injekcié el6retoltott
fecskenddben Diftéria, tetanusz,
pertusszisz (sejtmentes
alegység) és poliomielitisz
(inaktivalt) vakcina (adszorbealt,
csbkkentett antigéntartalmu)

DE/H/0215/001

OGYI-T-23632/03

SANOFI PASTEUR

HU

ADACEL POLIO szuszpenzids
injekcié el6retoltott
fecskenddben Diftéria, tetanusz,
pertusszisz (sejtmentes
alegység) és poliomielitisz
(inaktivalt) vakcina (adszorbedlt,
csokkentett antigéntartalmu)

DE/H/0215/001

OGYI-T-23632/04

SANOFI PASTEUR

HU

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

DE/H/0215/001

OGYI-T-23632/05

SANOFI PASTEUR

HU

ADACEL POLIO szuszpenzids
injekcid elGretoltott
fecskenddben Diftéria, tetanusz,
pertusszisz (sejtmentes
alegység) és poliomielitisz

DE/H/0215/001

OGYI-T-23632/06

SANOFI PASTEUR

HU

List of nationally authorised medicinal products

EMA/61734/2021

Page 25/71



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) vakcina (adszorbealt,
csokkentett antigéntartalmu)

ADACEL POLIO szuszpenzids
injekcio elGretoltott
fecskenddben Diftéria, tetanusz,
pertusszisz (sejtmentes
alegység) és poliomielitisz
(inaktivalt) vakcina (adszorbealt,
csOkkentett antigéntartalmu)

DE/H/0215/001

OGYI-T-23632/07

SANOFI PASTEUR

HU

ADACEL POLIO szuszpenzids
injekcié el6retoltott
fecskenddben Diftéria, tetanusz,
pertusszisz (sejtmentes
alegység) és poliomielitisz
(inaktivalt) vakcina (adszorbealt,
csOkkentett antigéntartalmu)

DE/H/0215/001

OGYI-T-23632/08

SANOFI PASTEUR

HU

ADACEL POLIO szuszpenzids
injekcié el6retoltott
fecskenddben Diftéria, tetanusz,
pertusszisz (sejtmentes
alegység) és poliomielitisz
(inaktivalt) vakcina (adszorbealt,
csokkentett antigéntartalmu)

DE/H/0215/001

OGYI-T-23632/09

SANOFI PASTEUR

HU

ADACEL POLIO szuszpenzids
injekcid el6retoltott
fecskenddben Diftéria, tetanusz,
pertusszisz (sejtmentes
alegység) és poliomielitisz
(inaktivalt) vakcina (adszorbedlt,
csokkentett antigéntartalmu)

DE/H/0215/001

OGYI-T-23632/10

SANOFI PASTEUR

HU

Infanrix IPV szuszpenzids
injekcid el6retoltott
fecskendében Kombinalt
diphtheria, tetanus, acellularis
pertussis, inaktivalt poliomyelitis
adszorbeadlt vakcina

FR/H/0251/002

OGYI-T-20352/02

GLAXOSMITHKLINE KFT.

HU

Infanrix IPV szuszpenzids

FR/H/0251/002

OGYI-T-20352/05

GLAXOSMITHKLINE KFT.

HU

List of nationally authorised medicinal products

EMA/61734/2021

Page 26/71



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

injekcié el6retoltott
fecskendében Kombinalt
diphtheria, tetanus, acellularis
pertussis, inaktivalt poliomyelitis
adszorbedlt vakcina

Infanrix IPV szuszpenziés
injekcid el6retoltott
fecskenddében Kombinalt
diphtheria, tetanus, acellularis
pertussis, inaktivalt poliomyelitis
adszorbeadlt vakcina

FR/H/0251/002

OGYI-T-20352/06

GLAXOSMITHKLINE KFT.

HU

Infanrix IPV szuszpenzids
injekcié el6retoltott
fecskendében Kombinalt
diphtheria, tetanus, acellularis
pertussis, inaktivalt poliomyelitis
adszorbealt vakcina

FR/H/0251/002

OGYI-T-20352/01

GLAXOSMITHKLINE KFT.

HU

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

DE/H/0215/001

OGYI-T-23632/01

SANOFI PASTEUR

HU

ADACEL POLIO szuszpenzids
injekcio elGretoltott
fecskenddben Diftéria, tetanusz,
pertusszisz (sejtmentes
alegység) és poliomielitisz
(inaktivalt) vakcina (adszorbealt,
csOkkentett antigéntartalmu)

DE/H/0215/001

OGYI-T-23632/02

SANOFI PASTEUR

HU

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

DE/H/0215/001

OGYI-T-23632/03

SANOFI PASTEUR

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

csokkentett antigéntartalmu)

ADACEL POLIO szuszpenzids
injekcié el6retoltott
fecskenddben Diftéria, tetanusz,
pertusszisz (sejtmentes
alegység) és poliomielitisz
(inaktivalt) vakcina (adszorbealt,
csokkentett antigéntartalmu)

DE/H/0215/001

OGYI-T-23632/04

SANOFI PASTEUR

HU

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

DE/H/0215/001

OGYI-T-23632/05

SANOFI PASTEUR

HU

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

DE/H/0215/001

OGYI-T-23632/06

SANOFI PASTEUR

HU

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

DE/H/0215/001

OGYI-T-23632/07

SANOFI PASTEUR

HU

ADACEL POLIO szuszpenzids
injekcio elGretoltott
fecskenddben Diftéria, tetanusz,
pertusszisz (sejtmentes
alegység) és poliomielitisz
(inaktivalt) vakcina (adszorbealt,
csOkkentett antigéntartalmu)

DE/H/0215/001

OGYI-T-23632/08

SANOFI PASTEUR

HU

ADACEL POLIO szuszpenzids

DE/H/0215/001

OGYI-T-23632/09

SANOFI PASTEUR

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

injekcié el6retoltott
fecskenddben Diftéria, tetanusz,
pertusszisz (sejtmentes
alegység) és poliomielitisz
(inaktivalt) vakcina (adszorbealt,
csOkkentett antigéntartalmu)

ADACEL POLIO szuszpenzids
injekcié el6retoltott
fecskenddben Diftéria, tetanusz,
pertusszisz (sejtmentes
alegység) és poliomielitisz
(inaktivalt) vakcina (adszorbealt,
csbkkentett antigéntartalmu)

DE/H/0215/001

OGYI-T-23632/10

SANOFI PASTEUR

HU

Boostrix Polio szuszpenzids
injekcié el6retoltott
fecskenddben diphtheria,
tetanus, pertussis (acellularis
Osszetevd) és (inaktivalt)
poliomyelitis vakcina
(adszorbedlt, csokkentett
antigén tartalmu)

DE/H/0466/003

OGYI-T-20497/02

GLAXOSMITHKLINE KFT.

HU

Boostrix Polio szuszpenzids
injekcié el6retoltott
fecskenddben diphtheria,
tetanus, pertussis (acellularis
Osszetevd) és (inaktivalt)
poliomyelitis vakcina
(adszorbealt, cs6kkentett
antigén tartalmu)

DE/H/0466/003

OGYI-T-20497/03

GLAXOSMITHKLINE KFT.

HU

Boostrix Polio szuszpenzids
injekcio elGretoltott
fecskenddben diphtheria,
tetanus, pertussis (acellularis
Osszetevd) és (inaktivalt)
poliomyelitis vakcina
(adszorbealt, csokkentett
antigén tartalmu)

DE/H/0466/003

OGYI-T-20497/04

GLAXOSMITHKLINE KFT.

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

Boostrix Polio szuszpenzids
injekcid el6retoltott
fecskenddben diphtheria,
tetanus, pertussis (acellularis
Osszetevd) és (inaktivalt)
poliomyelitis vakcina
(adszorbedlt, csokkentett
antigén tartalmu)

DE/H/0466/003

OGYI-T-20497/07

GLAXOSMITHKLINE KFT.

HU

Boostrix Polio szuszpenzids
injekcié el6retoltott
fecskenddben diphtheria,
tetanus, pertussis (acellularis
Osszetevd) és (inaktivalt)
poliomyelitis vakcina
(adszorbedlt, csokkentett
antigén tartalmu)

DE/H/0466/003

OGYI-T-20497/08

GLAXOSMITHKLINE KFT.

HU

Boostrix Polio szuszpenzids
injekcié el6retoltott
fecskenddben diphtheria,
tetanus, pertussis (acellularis
Osszetevd) és (inaktivalt)
poliomyelitis vakcina
(adszorbealt, csokkentett
antigén tartalmu)

DE/H/0466/003

OGYI-T-20497/01

GLAXOSMITHKLINE KFT.

HU

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

HU/H60406/001

OGYI-T-9452/01

SANOFI PASTEUR

HU

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

HU/H/0406/001

OGYI-T-9452/02

SANOFI PASTEUR

HU

Tetraxim szuszpenzids injekcid

HU/H/0406/001

OGYI-T-9452/03

SANOFI PASTEUR

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

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

Tetraxim szuszpenzids injekcid
el6retoltott fecskend6ben
diftéria, tetanusz, pertusszisz
(sejtmentes komponens) és
poliomielitisz (inaktivalt) vakcina
(adszorbealt)

HU/H/0406/001

OGYI-T-9452/04

SANOFI PASTEUR

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 PASTEUR

HU

Tetravac, suspension for
injection Diphtheria, tetanus,
pertussis (acellular, component)
and poliomyelitis (inactivated)
vaccine, adsorbed

SE/H/0154/001

PA 2131/009/001

SANOFI PASTEUR EUROPE

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

PA 2131/006/001

SANOFI PASTEUR EUROPE

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

REPEVAX, suspension for
injection, in pre-filled syringe

DE/H/0215/001

PA 2131/006/001

SANOFI PASTEUR EUROPE

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

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

PA 1077/101/001

GLAXOSMITHKLINE
(IRELAND) LIMITED

IE

Tetravac, stungulyf, dreifa
Barnaveiki-, stifkrampa-,
kighdsta (frumulaus pattur)- og
adsogad
maenusottarveirubdluefni (dautt)

SE/H/0154/001

970045

SANOFI PASTEUR EUROPE

IS

REPEVAX, stungulyf, dreifa, i
afylltri sprautu Barnaveiki,
stifkrampa, kighdsta
(frumulaust, samsett) og
maenusottarveiru (dautt)
béluefni, (adsogad, minnkad
motefnisvaka innihald)

DE/H/0215/001

1S/1/02/020/01

SANOFI PASTEUR EUROPE

IS

REPEVAX, stungulyf, dreifa, i
afylltri sprautu Barnaveiki,
stifkrampa, kighdsta
(frumulaust, samsett) og
maenuséttarveiru (dautt)
béluefni, (adsogad, minnkad
métefnisvaka innihald)

DE/H/0215/001

1S/1/02/020/01

SANOFI PASTEUR EUROPE

IS

Boostrix Polio stungulyf, dreifa i
afylltri sprautu Béluefni gegn
barnaveiki, stifkrampa, kighdsta
(frumulaust, hlutar) og
maenusott (deyddar veirur),
(adsogad, skert

DE/H/0466/003

1S/1/07/027/01

GLAXOSMITHKLINE PHARMA
A/S

IS
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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

motefnavakainnihald)

Tetravac sospensione iniettabile
Vaccino adsorbito antidifterico,
antitetanico, antipertossico
(componente acellulare) e
antipolio (inattivato)

SE/H/0154/001

034127011

SANOFI PASTEUR EUROPE

IT

Tetravac sospensione iniettabile
Vaccino adsorbito antidifterico,
antitetanico, antipertossico
(componente acellulare) e
antipolio (inattivato)

SE/H/0154/001

034127023

SANOFI PASTEUR EUROPE

IT

Tetravac sospensione iniettabile
Vaccino adsorbito antidifterico,
antitetanico, antipertossico
(componente acellulare) e
antipolio (inattivato)

SE/H/0154/001

034127035

SANOFI PASTEUR EUROPE

IT

Tetravac sospensione iniettabile
Vaccino adsorbito antidifterico,
antitetanico, antipertossico
(componente acellulare) e
antipolio (inattivato)

SE/H/0154/001

034127047

SANOFI PASTEUR EUROPE

IT

Tetravac sospensione iniettabile
Vaccino adsorbito antidifterico,
antitetanico, antipertossico
(componente acellulare) e
antipolio (inattivato)

SE/H/0154/001

034127062

SANOFI PASTEUR EUROPE

IT

Tetravac sospensione iniettabile
Vaccino adsorbito antidifterico,
antitetanico, antipertossico
(componente acellulare) e
antipolio (inattivato)

SE/H/0154/001

034127050

SANOFI PASTEUR EUROPE

IT

Tetravac sospensione iniettabile
Vaccino adsorbito antidifterico,
antitetanico, antipertossico
(componente acellulare) e
antipolio (inattivato)

SE/H/0154/001

034127074

SANOFI PASTEUR EUROPE

IT

Tetravac sospensione iniettabile

SE/H/0154/001

034127086

SANOFI PASTEUR EUROPE

IT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

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

Tetravac sospensione iniettabile
Vaccino adsorbito antidifterico,
antitetanico, antipertossico
(componente acellulare) e
antipolio (inattivato)

SE/H/0154/001

034127098

SANOFI PASTEUR EUROPE

IT

Tetravac sospensione iniettabile
Vaccino adsorbito antidifterico,
antitetanico, antipertossico
(componente acellulare) e
antipolio (inattivato)

SE/H/0154/001

034127100

SANOFI PASTEUR EUROPE

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

048290011

SANOFI PASTEUR

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

048290023

SANOFI PASTEUR

IT

TRIAXIS POLIO, sospensione
iniettabile in siringa pre-
riempita.

Vaccino antidifterico,
antitetanico, antipertossico

DE/H/0215/001

048290035

SANOFI PASTEUR

IT
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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

(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

048290047

SANOFI PASTEUR

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

048290050

SANOFI PASTEUR

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

048290062

SANOFI PASTEUR

IT

TRIAXIS POLIO, sospensione
iniettabile in siringa pre-
riempita.

Vaccino antidifterico,
antitetanico, antipertossico
(componenti acellulari) e

DE/H/0215/001

048290074

SANOFI PASTEUR

IT
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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

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

048290086

SANOFI PASTEUR

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

048290098

SANOFI PASTEUR

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

048290100

SANOFI PASTEUR

IT

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

(inattivato).

FR/H/0251/002

037157094

GLAXOSMITHKLINE S.P.A.

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

PolioInfanrix — sospensione FR/H/0251/002 037157043 GLAXOSMITHKLINE S.P.A. IT
iniettabile in siringa preriempita
Vaccino (adsorbito) anti
difterico, tetanico, pertossico
(componente acellulare) e anti-
poliomielite (inattivato)
PolioInfanrix — sospensione FR/H/0251/002 037157068 GLAXOSMITHKLINE S.P.A. IT
iniettabile in siringa preriempita
Vaccino (adsorbito) anti
difterico, tetanico, pertossico
(componente acellulare) e anti-
poliomielite

(inattivato).

PolioInfanrix — sospensione FR/H/0251/002 037157070 GLAXOSMITHKLINE S.P.A. IT
iniettabile in siringa preriempita
Vaccino (adsorbito) anti
difterico, tetanico, pertossico
(componente acellulare) e anti-
poliomielite (inattivato)
PolioInfanrix — sospensione FR/H/0251/002 037157031 GLAXOSMITHKLINE S.P.A. IT
iniettabile in siringa preriempita
Vaccino (adsorbito) anti
difterico, tetanico, pertossico
(componente acellulare) e anti-
poliomielite (inattivato).
PolioInfanrix — sospensione FR/H/0251/002 037157017 GLAXOSMITHKLINE S.P.A. IT
iniettabile in siringa preriempita
Vaccino (adsorbito) anti
difterico, tetanico, pertossico
(componente acellulare) e anti-
poliomielite (inattivato)
TRIAXIS POLIO, sospensione DE/H/0215/001 048290011 SANOFI PASTEUR IT
iniettabile in siringa pre-
riempita.

Vaccino antidifterico,
antitetanico, antipertossico
(componenti acellulari) e
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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

048290023

SANOFI PASTEUR

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

048290035

SANOFI PASTEUR

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

048290047

SANOFI PASTEUR

IT

TRIAXIS POLIO, sospensione
iniettabile in siringa pre-
riempita.

Vaccino antidifterico,
antitetanico, antipertossico
(componenti acellulari) e
antipoliomielitico (inattivato)

DE/H/0215/001

048290050

SANOFI PASTEUR

IT
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(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

048290062

SANOFI PASTEUR

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

048290074

SANOFI PASTEUR

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

048290086

SANOFI PASTEUR

IT

TRIAXIS POLIO, sospensione
iniettabile in siringa pre-
riempita.

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

DE/H/0215/001

048290098

SANOFI PASTEUR

IT
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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

048290100

SANOFI PASTEUR

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, pertossico
(componente acellulare) e

DE/H/0466/003

036752057

GLAXOSMITHKLINE S.P.A.

IT
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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

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

not available

LT/1/99/2298/001

SANOFI PASTEUR

LT

TETRAXIM injekciné suspensija
uzpildytame Svirkste. Vakcina
nuo difterijos, stabligés, kokliuso
(nelasteling, komponenting) ir
nuo poliomielito (inaktyvuota),
(adsorbuota)

not available

LT/1/99/2298/002

SANOFI PASTEUR

LT

TETRAXIM injekciné suspensija
uzpildytame Svirkste. Vakcina
nuo difterijos, stabligés, kokliuso
(nelgsteliné, komponentiné) ir
nuo poliomielito (inaktyvuota),
(adsorbuota)

not available

LT/1/99/2298/003

SANOFI PASTEUR

LT

TETRAXIM injekciné suspensija
uzpildytame Svirkste. Vakcina
nuo difterijos, stabligés, kokliuso
(nelgsteline, komponentine) ir

not available

LT/1/99/2298/004

SANOFI PASTEUR

LT
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nuo poliomielito (inaktyvuota),
(adsorbuota)

TETRAXIM injekciné suspensija
uzpildytame Svirkste. Vakcina
nuo difterijos, stabligés, kokliuso
(nelgsteliné, komponentiné) ir
nuo poliomielito (inaktyvuota),
(adsorbuota)

not available

LT/1/99/2298/005

SANOFI PASTEUR

LT

TETRAXIM injekciné suspensija
uzpildytame Svirkste. Vakcina
nuo difterijos, stabligés, kokliuso
(nelasteling, komponenting) ir
nuo poliomielito (inaktyvuota),
(adsorbuota)

not available

LT/1/99/2298/006

SANOFI PASTEUR

LT

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

FR/H/0251/002

LT/1/05/0301/003

GLAXOSMITHKLINE LIETUVA
UAB

LT

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

FR/H/0251/002

LT/1/05/0301/001

GLAXOSMITHKLINE LIETUVA
UAB

LT

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

DE/H/0466/003

LT/1/08/0971/002

GLAXOSMITHKLINE LIETUVA
UAB

LT

BOOSTRIX POLIO injekcine

DE/H/0466/003

LT/1/08/0971/005

GLAXOSMITHKLINE LIETUVA

LT
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suspensija uzpildytame Svirkste
Vakcina nuo difterijos, stabligés,
kokliuso (nelasteling,
komponentiné) ir nuo
poliomielito (inaktyvuota),
(adsorbuota, sumazinto
antigeny kiekio)

UAB

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

DE/H/0466/003

LT/1/08/0971/006

GLAXOSMITHKLINE LIETUVA
UAB

LT

BOOSTRIX POLIO injekciné
suspensija Vakcina nuo
difterijos, stabligés, kokliuso
(nelgsteline, komponentine) ir
nuo poliomielito (inaktyvuota),
(adsorbuota, sumazinto
antigeny kiekio)

DE/H/0466/004

LT/1/08/0971/003

GLAXOSMITHKLINE LIETUVA
UAB

LT

BOOSTRIX POLIO injekcine
suspensija Vakcina nuo
difterijos, stabliges, kokliuso
(nelasteline, komponentine) ir
nuo poliomielito (inaktyvuota),
(adsorbuota, sumazinto
antigenu kiekio)

DE/H/0466/004

LT/1/08/0971/004

GLAXOSMITHKLINE LIETUVA
UAB

LT

BOOSTRIX POLIO injekciné
suspensija uzpildytame Svirkste
Vakcina nuo difterijos, stabligés,
kokliuso (nelasteling,
komponentiné) ir nuo
poliomielito

(inaktyvuota), (adsorbuota,
sumazinto antigeny kiekio)

DE/H/0466/003

LT/1/08/0971/001

GLAXOSMITHKLINE LIETUVA
UAB

LT
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Tetravac, Suspension zur
Injektion Impfstoff (adsorbiert)
gegen Diphtherie, Tetanus,
Pertussis (mit azellularer
Komponente) und Poliomyelitis
(inaktiviert)

SE/H/0154/001

2008089883

SANOFI PASTEUR EUROPE

LU

Tetravac, suspension injectable
Vaccin diphtérique, tétanique,
coquelucheux (acellulaire,
composant) et poliomyélitique
(inactivé), adsorbé

SE/H/0154/001

2008089883

SANOFI PASTEUR EUROPE

LU

Infanrix-IPV, 0,5 ml/dose,
suspension injectable

not available

2007069308

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU

Infanrix-IPV, 0,5 ml/Dosis
Injizierbare Suspension
Impfstoff gegen Diphtherie,
Tetanus, Keuchhusten und
Poliomyelitis

not available

2007069308

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU

TRIAXIS POLIO, suspension
injectable en seringue
préremplie Vaccin diphtérique,
tétanique, coquelucheux
(acellulaire, composant) et
poliomyélitique inactivé (contenu
réduit en antigéne(s)
adsorbé(s))

MARKET
AUTHORISATION
APPLICATION - 310 - EU
MRP -

2002090039

SANOFI PASTEUR EUROPE

LU

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

DE/H/0215/001

2002090039

SANOFI PASTEUR EUROPE

LU

TRIAXIS POLIO, suspension
injectable en seringue
préremplie Vaccin diphtérigue,

MARKET
AUTHORISATION
APPLICATION - 310 - EU

2002090039

SANOFI PASTEUR EUROPE

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

MRP -

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

DE/H/0215/001

2002090039

SANOFI PASTEUR EUROPE

LU

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

2009020265

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU

Boostrix Polio,
Injektionssuspension Impfstoff
(adsorbiert, Inhalt
antigenreduziert) gegen
Diphtherie, Tetanus, Pertussis
(azellular) und Poliomyelitis
(inaktiv)

DE/H/0466/003

2009020265

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU

TETRAXIM suspensija injekcijai
pilnslirce

Adsorbéta difterijas,
stingumkrampju, acelulara gara
klepus un inaktivéta poliomielita
vakcina.

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

not available

02-0343

SANOFI PASTEUR

LV
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vaccine (adsorbed)

Infanrix Polio suspensija
injekcijam pilnslirce

Difterijas, stingumkrampju, gara
klepus (acelulara komponenta)
un poliomielita (inaktivéta)
vakcina

(adsorbéta)

FR/H/0251/002

05-0635

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LV

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

DE/H/0466/003

07-0238

GLAXOSMITHKLINE LATVIA
SIA

LV

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

DE/H/0466/003

07-0239

GLAXOSMITHKLINE LATVIA
SIA

LV

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

DE/H/0466/003

MA 170/00104

GLAXOSMITHKLINE
BIOLOGICALS S.A.

MT

IPV-Boostrix suspension for
injection

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

reduced antigen(s) content)

DE/H/0466/004

MA 170/00103

GLAXOSMITHKLINE
BIOLOGICALS S.A.

MT

Infanrix-IPV, suspensie voor
injectie Difterie-(D), tetanus-(T),

not available

RVG 34568

GLAXOSMITHKLINE B.V.

NL
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pertussis-(acellulair, component)
(Pa) en poliomyelitis-
(geinactiveerd) (IPV) vaccin.

TRIAXIS® POLIO, suspensie
voor injectie in voorgevulde
spuit

Difterie, Tetanus, Kinkhoest
(acellulair, component) en
Poliomyelitis (geinactiveerd)
vaccin (geadsorbeerd,
gereduceerd antigeengehalte)

DE/H/0215/001

RVG 27569

SANOFI PASTEUR EUROPE

NL

TRIAXIS® POLIO, suspensie
voor injectie in voorgevulde
spuit

Difterie, Tetanus, Kinkhoest
(acellulair, component) en
Poliomyelitis (geinactiveerd)
vaccin (geadsorbeerd,
gereduceerd antigeengehalte)

DE/H/0215/001

RVG 27569

SANOFI PASTEUR EUROPE

NL

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

DE/H/0466/003

RVG 35123

GLAXOSMITHKLINE B.V.

NL

Boostrix Polio injectieflacon
suspensie voor injectie Difterie,
tetanus, pertussis (acellulaire
component) en poliomyelitis
(geinactiveerd) vaccin
(geadsorbeerd, verminderd
aantal antigenen)

DE/H/0466/004

RVG 35124

GLAXOSMITHKLINE B.V.

NL

TETRAVAC, injeksjonsvaeske,
suspensjon Vaksine mot difteri,
tetanus, kikhoste (acelluleer,
komponent) og poliomyelitt

not available

97-704

SANOFI PASTEUR EUROPE

NO
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(inaktivert), (adsorbert)

REPEVAX suspensjon til
injeksjon i en ferdigfylt spragyte
Vaksine mot difteri, tetanus,
kikhoste (acellulzer, komponent)
0og poliomyelitt (inaktivert)
(adsorbert, redusert
antigeninnhold)

DE/H/0215/001

02-1069

SANOFI PASTEUR EUROPE

NO

Infanrix Polio injeksjonsvaeske,
suspensjon i ferdigfylt sprayte.
Vaksine mot difteri, tetanus,
kikhoste (acellulzer, komponent)
og poliomyelitt (inaktivert),
(adsorbert).

FR/H/0251/002

05-3312

GLAXOSMITHKLINE AS

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

02-1069

SANOFI PASTEUR EUROPE

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 spragyte
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

Adacel Polio, zawiesina do
wstrzykiwan w ampulko-

DE/H/0215/001

25842

SANOFI PASTEUR

PL

List of nationally authorised medicinal products

EMA/61734/2021

Page 48/71



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

strzykawce.

Szczepionka przeciw blonicy,
tezcowi, krztuscowi
(bezkomorkowa, zlozona) i
poliomyelitis (inaktywowana),
absorbowana,o zmniejszonej
zawartosci antydenow

Infanrix-IPV, zawiesina do
wstrzykiwan w
ampulkostrzykawce Szczepionka
przeciw blonicy, tezcowi,
krztuscowi (bezkomodrkowa,
zlozona) i poliomyelitis
(inaktywowana), adsorbowana

FR/H/0251/002

11884

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL

Adacel Polio, zawiesina do
wstrzykiwan w ampulko-
strzykawce.

Szczepionka przeciw blonicy,
tezcowi, krztuscowi
(bezkomorkowa, zlozona) i
poliomyelitis (inaktywowana),
absorbowana,o zmniejszonej
zawartosci antydenow

DE/H/0215/001

25842

SANOFI PASTEUR

PL

Boostrix Polio, zawiesina do
wstrzykiwan Szczepionka
przeciw btonicy, tezcowi,
krztuscowi (bezkomédrkowa,
ztozona) i poliomyelitis
(inaktywowana), adsorbowana,
0 zmniejszonej zawartosci
antygendw

DE/H/0466/003

14240

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL

Boostrix Polio, zawiesina do
wstrzykiwan w amputko-
strzykawce

Szczepionka przeciw btonicy,
tezcowi, krztuscowi
(bezkomédrkowa, ztozona) i

DE/H/0466/003

14241

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL
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poliomyelitis (inaktywowana),
adsorbowana, o zmniejszonej
zawartosci antygenow

TETRAXIM, zawiesina do
wstrzykiwan w amputko-
strzykawce,

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

HU/H/0406/001

23545

SANOFI PASTEUR SA

PL

Tetravac, suspensdo injetavel
Vacina adsorvida contra a
difteria, o tétano, a tosse
convulsa (componente acelular)
e a poliomielite (inativada)

SE/H/0154/001

5376389

SANOFI PASTEUR EUROPE

PT

Tetravac, suspensdo injetavel
Vacina adsorvida contra a
difteria, o tétano, a tosse
convulsa (componente acelular)
e a poliomielite (inativada)

SE/H/0154/001

2782480

SANOFI PASTEUR EUROPE

PT

Tetravac, suspensdo injetavel
Vacina adsorvida contra a
difteria, o tétano, a tosse
convulsa (componente acelular)
e a poliomielite (inativada)

SE/H/0154/001

5458583

SANOFI PASTEUR EUROPE

PT

Tetravac, suspensao injetavel
Vacina adsorvida contra a
difteria, o tétano, a tosse
convulsa (componente acelular)
e a poliomielite (inativada)

SE/H/0154/001

5458781

SANOFI PASTEUR EUROPE

PT

Tetravac, suspensao injetavel
Vacina adsorvida contra a
difteria, o tétano, a tosse
convulsa (componente acelular)
e a poliomielite (inativada)

SE/H/0154/001

5376488

SANOFI PASTEUR EUROPE

PT

Tetravac, suspensao injetavel

SE/H/0154/001

2782589

SANOFI PASTEUR EUROPE

PT
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Vacina adsorvida contra a
difteria, o tétano, a tosse
convulsa (componente acelular)
e a poliomielite (inativada)

Tetravac, suspensdo injetavel
Vacina adsorvida contra a
difteria, o tétano, a tosse
convulsa (componente acelular)
e a poliomielite (inativada)

SE/H/0154/001

5458682

SANOFI PASTEUR EUROPE

PT

Tetravac, suspensdo injetavel
Vacina adsorvida contra a
difteria, o tétano, a tosse
convulsa (componente acelular)
e a poliomielite (inativada)

SE/H/0154/001

5458484

SANOFI PASTEUR EUROPE

PT

REPEVAX suspensdo injectavel
em seringa pré-cheia Vacina
(adsorvida, teor reduzido de
antigénio(s)) contra a difteria,
tétano, tosse convulsa
(componente acelular) e
poliomielite (inativada)

DE/H/0215/001

4083283

SANOFI PASTEUR EUROPE

PT

REPEVAX suspensdo injectavel
em seringa pré-cheia Vacina
(adsorvida, teor reduzido de
antigénio(s)) contra a difteria,
tétano, tosse convulsa
(componente acelular) e
poliomielite (inativada)

DE/H/0215/001

5459680

SANOFI PASTEUR EUROPE

PT

REPEVAX suspensdo injectavel
em seringa pré-cheia Vacina
(adsorvida, teor reduzido de
antigénio(s)) contra a difteria,
tétano, tosse convulsa
(componente acelular) e
poliomielite (inativada)

DE/H/0215/001

4083796

SANOFI PASTEUR EUROPE

PT

REPEVAX suspensdo injectavel
em seringa pré-cheia Vacina

DE/H/0215/001

5459581

SANOFI PASTEUR EUROPE

PT
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(adsorvida, teor reduzido de
antigénio(s)) contra a difteria,
tétano, tosse convulsa
(componente acelular) e
poliomielite (inativada)
REPEVAX suspensdo injectavel DE/H/0215/001 5459789 SANOFI PASTEUR EUROPE PT
em seringa pré-cheia Vacina
(adsorvida, teor reduzido de
antigénio(s)) contra a difteria,
tétano, tosse convulsa
(componente acelular) e
poliomielite (inativada)
REPEVAX suspensdo injectavel DE/H/0215/001 5459482 SANOFI PASTEUR EUROPE PT
em seringa pré-cheia Vacina
(adsorvida, teor reduzido de
antigénio(s)) contra a difteria,
tétano, tosse convulsa
(componente acelular) e
poliomielite (inativada)
REPEVAX suspensao injectavel DE/H/0215/001 4083382 SANOFI PASTEUR EUROPE PT
em seringa pré-cheia Vacina
(adsorvida, teor reduzido de
antigénio(s)) contra a difteria,
tétano, tosse convulsa
(componente acelular) e
poliomielite (inativada)
REPEVAX suspensdo injectavel DE/H/0215/001 4083887 SANOFI PASTEUR EUROPE PT
em seringa pré-cheia Vacina
(adsorvida, teor reduzido de
antigénio(s)) contra a difteria,
tétano, tosse convulsa
(componente acelular) e
poliomielite (inativada)
REPEVAX suspensdo injectavel DE/H/0215/001 4083184 SANOFI PASTEUR EUROPE PT
em seringa pré-cheia Vacina
(adsorvida, teor reduzido de
antigénio(s)) contra a difteria,
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tétano, tosse convulsa
(componente acelular) e
poliomielite (inativada)

REPEVAX suspensdo injectavel
em seringa pré-cheia Vacina
(adsorvida, teor reduzido de
antigénio(s)) contra a difteria,
tétano, tosse convulsa
(componente acelular) e
poliomielite (inativada)

DE/H/0215/001

4083986

SANOFI PASTEUR EUROPE

PT

Infanrix Tetra, suspensao
injetavel em seringa pré-cheia
Vacina (adsorvida) contra a
difteria, tétano, tosse convulsa
(componente acelular) e
poliomielite (inativado)

FR/H/0251/002

5621081

SMITH KLINE & FRENCH
PORTUGUESA-PRODUTOS
FARMACEUTICOS LDA

PT

Infanrix Tetra, suspensao
injetavel em seringa pré-cheia
Vacina (adsorvida) contra a
difteria, tétano, tosse convulsa
(componente acelular) e
poliomielite (inativado)

FR/H/0251/002

5267356

SMITH KLINE & FRENCH
PORTUGUESA-PRODUTOS
FARMACEUTICOS LDA

PT

REPEVAX suspensao injectavel
em seringa pré-cheia Vacina
(adsorvida, teor reduzido de
antigénio(s)) contra a difteria,
tétano, tosse convulsa
(componente acelular) e
poliomielite (inativada)

DE/H/0215/001

4083283

SANOFI PASTEUR EUROPE

PT

REPEVAX suspensdo injectavel
em seringa pré-cheia Vacina
(adsorvida, teor reduzido de
antigénio(s)) contra a difteria,
tétano, tosse convulsa
(componente acelular) e
poliomielite (inativada)

DE/H/0215/001

5459680

SANOFI PASTEUR EUROPE

PT

REPEVAX suspensdo injectavel

DE/H/0215/001

4083796

SANOFI PASTEUR EUROPE

PT
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em seringa pré-cheia Vacina
(adsorvida, teor reduzido de
antigénio(s)) contra a difteria,
tétano, tosse convulsa
(componente acelular) e
poliomielite (inativada)
REPEVAX suspensao injectavel DE/H/0215/001 5459581 SANOFI PASTEUR EUROPE PT
em seringa pré-cheia Vacina
(adsorvida, teor reduzido de
antigénio(s)) contra a difteria,
tétano, tosse convulsa
(componente acelular) e
poliomielite (inativada)
REPEVAX suspensdo injectavel DE/H/0215/001 5459789 SANOFI PASTEUR EUROPE PT
em seringa pré-cheia Vacina
(adsorvida, teor reduzido de
antigénio(s)) contra a difteria,
tétano, tosse convulsa
(componente acelular) e
poliomielite (inativada)
REPEVAX suspensdo injectavel DE/H/0215/001 5459482 SANOFI PASTEUR EUROPE PT
em seringa pré-cheia Vacina
(adsorvida, teor reduzido de
antigénio(s)) contra a difteria,
tétano, tosse convulsa
(componente acelular) e
poliomielite (inativada)
REPEVAX suspensdo injectavel DE/H/0215/001 4083382 SANOFI PASTEUR EUROPE PT
em seringa pré-cheia Vacina
(adsorvida, teor reduzido de
antigénio(s)) contra a difteria,
tétano, tosse convulsa
(componente acelular) e
poliomielite (inativada)
REPEVAX suspensao injectavel DE/H/0215/001 4083887 SANOFI PASTEUR EUROPE PT
em seringa pré-cheia Vacina
(adsorvida, teor reduzido de
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antigénio(s)) contra a difteria,
tétano, tosse convulsa
(componente acelular) e
poliomielite (inativada)

REPEVAX suspensdo injectavel
em seringa pré-cheia Vacina
(adsorvida, teor reduzido de
antigénio(s)) contra a difteria,
tétano, tosse convulsa
(componente acelular) e
poliomielite (inativada)

DE/H/0215/001

4083184

SANOFI PASTEUR EUROPE

PT

REPEVAX suspensdo injectavel
em seringa pré-cheia Vacina
(adsorvida, teor reduzido de
antigénio(s)) contra a difteria,
tétano, tosse convulsa
(componente acelular) e
poliomielite (inativada)

DE/H/0215/001

4083986

SANOFI PASTEUR EUROPE

PT

Boostrix Polio Suspensao
injetavel Vacina contra a
difteria, tétano e tosse convulsa
(componente acelular) e
poliomielite (inativado)
(adsorvida, com contetdo
reduzido de antigénio(s))

DE/H/0466/004

5212881

SMITH KLINE & FRENCH
PORTUGUESA-PRODUTOS
FARMACEUTICOS LDA

PT

Boostrix Polio Suspensao
injetavel Vacina contra a
difteria, tétano e tosse convulsa
(componente acelular) e
poliomielite (inativado)
(adsorvida, com contetdo
reduzido de antigénio(s))

DE/H/0466/004

5212980

SMITH KLINE & FRENCH
PORTUGUESA-PRODUTOS
FARMACEUTICOS LDA

PT

Boostrix Polio Suspensdo
injetavel em seringa pré-cheia
Vacina contra a difteria, tétano e
tosse convulsa (componente
acelular) e poliomielite

DE/H/0466/003

5212683

SMITH KLINE & FRENCH
PORTUGUESA-PRODUTOS
FARMACEUTICOS LDA

PT
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(inativado) (adsorvida, com
contelido reduzido de
antigénio(s))

Boostrix Polio Suspensao
injetavel em seringa pré-cheia
Vacina contra a difteria, tétano e
tosse convulsa (componente
acelular) e poliomielite
(inativado) (adsorvida, com
conteldo reduzido de
antigénio(s))

DE/H/0466/003

5212782

SMITH KLINE & FRENCH
PORTUGUESA-PRODUTOS
FARMACEUTICOS LDA

PT

Boostrix Polio Suspensdo
injetavel em seringa pré-cheia
Vacina contra a difteria, tétano e
tosse convulsa (componente
acelular) e poliomielite
(inativado) (adsorvida, com
conteudo reduzido de
antigénio(s))

DE/H/0466/003

5270889

SMITH KLINE & FRENCH
PORTUGUESA-PRODUTOS
FARMACEUTICOS LDA

PT

Boostrix Polio Suspensdo
injetavel em seringa pré-cheia
Vacina contra a difteria, tétano e
tosse convulsa (componente
acelular) e poliomielite
(inativado) (adsorvida, com
conteudo reduzido de
antigénio(s))

DE/H/0466/003

5270988

SMITH KLINE & FRENCH
PORTUGUESA-PRODUTOS
FARMACEUTICOS LDA

PT

Boostrix Polio Suspensdo
injetavel em seringa pré-cheia
Vacina contra a difteria, tétano e
tosse convulsa (componente
acelular) e poliomielite
(inativado) (adsorvida, com
conteudo reduzido de
antigénio(s))

DE/H/0466/003

5271085

SMITH KLINE & FRENCH
PORTUGUESA-PRODUTOS
FARMACEUTICOS LDA

PT

Boostrix Polio Suspensao
injetavel em seringa pré-cheia

DE/H/0466/003

5271184

SMITH KLINE & FRENCH
PORTUGUESA-PRODUTOS

PT
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Vacina contra a difteria, tétano e
tosse convulsa (componente
acelular) e poliomielite
(inativado) (adsorvida, com
conteldo reduzido de
antigénio(s))

FARMACEUTICOS LDA

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

12959/2020/01

SANOFI PASTEUR

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

12959/2020/02

SANOFI PASTEUR

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

12959/2020/03

SANOFI PASTEUR

RO

Adacel Polio suspensie
injectabila in seringd preumpluta
Vaccin difteric, tetanic, pertussis
(acelular, componente) si
poliomielitic (inactivat),
(adsorbit, cu continut redus de
antigen(e))

DE/H/0215/001

12959/2020/04

SANOFI PASTEUR

RO

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

DE/H/0215/001

12959/2020/05

SANOFI PASTEUR

RO
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(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

12959/2020/06

SANOFI PASTEUR

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

12959/2020/07

SANOFI PASTEUR

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

12959/2020/08

SANOFI PASTEUR

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

12959/2020/09

SANOFI PASTEUR

RO

Adacel Polio suspensie
injectabila in seringd preumpluta
Vaccin difteric, tetanic, pertussis
(acelular, componente) si
poliomielitic (inactivat),

DE/H/0215/001

12959/2020/10

SANOFI PASTEUR

RO
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(adsorbit, cu continut redus de

antigen(e))

Adacel Polio suspensie DE/H/0215/001 12959/2020/01 SANOFI PASTEUR RO

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

Adacel Polio suspensie DE/H/0215/001 12959/2020/02 SANOFI PASTEUR RO
injectabild in seringa preumpluta
Vaccin difteric, tetanic, pertussis
(acelular, componente) si
poliomielitic (inactivat),
(adsorbit, cu continut redus de
antigen(e))

Adacel Polio suspensie DE/H/0215/001 12959/2020/03 SANOFI PASTEUR RO
injectabild in seringa preumpluta
Vaccin difteric, tetanic, pertussis
(acelular, componente) si
poliomielitic (inactivat),
(adsorbit, cu continut redus de
antigen(e))

Adacel Polio suspensie DE/H/0215/001 12959/2020/04 SANOFI PASTEUR RO
injectabild in seringa preumpluta
Vaccin difteric, tetanic, pertussis
(acelular, componente) si
poliomielitic (inactivat),
(adsorbit, cu continut redus de
antigen(e))

Adacel Polio suspensie DE/H/0215/001 12959/2020/05 SANOFI PASTEUR RO
injectabila in seringa preumpluta
Vaccin difteric, tetanic, pertussis
(acelular, componente) si
poliomielitic (inactivat),
(adsorbit, cu continut redus de
antigen(e))
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Adacel Polio suspensie DE/H/0215/001 12959/2020/06 SANOFI PASTEUR RO
injectabila in seringa preumpluta
Vaccin difteric, tetanic, pertussis
(acelular, componente) si
poliomielitic (inactivat),
(adsorbit, cu continut redus de
antigen(e))

Adacel Polio suspensie DE/H/0215/001 12959/2020/07 SANOFI PASTEUR RO
injectabila in seringa preumpluta
Vaccin difteric, tetanic, pertussis
(acelular, componente) si
poliomielitic (inactivat),
(adsorbit, cu continut redus de
antigen(e))

Adacel Polio suspensie DE/H/0215/001 12959/2020/08 SANOFI PASTEUR RO
injectabila in seringa preumpluta
Vaccin difteric, tetanic, pertussis
(acelular, componente) si
poliomielitic (inactivat),
(adsorbit, cu continut redus de
antigen(e))

Adacel Polio suspensie DE/H/0215/001 12959/2020/09 SANOFI PASTEUR RO
injectabild in seringa preumpluta
Vaccin difteric, tetanic, pertussis
(acelular, componente) si
poliomielitic (inactivat),
(adsorbit, cu continut redus de
antigen(e))

Adacel Polio suspensie DE/H/0215/001 12959/2020/10 SANOFI PASTEUR RO
injectabild in seringa preumpluta
Vaccin difteric, tetanic, pertussis
(acelular, componente) si
poliomielitic (inactivat),
(adsorbit, cu continut redus de
antigen(e))

TETRAXIM suspensie injectabila not available 4490/2012/01 SANOFI PASTEUR RO
in seringa preumpluta
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Vaccin diftero-tetano-pertussis
acelular-poliomielitic inactivat,
adsorbit

TETRAXIM suspensie injectabila
in seringa preumpluta

Vaccin diftero-tetano-pertussis
acelular-poliomielitic inactivat,

adsorbit

not available

4490/2012/02

SANOFI PASTEUR

RO

TETRAXIM suspensie injectabila
in seringa preumpluta

Vaccin diftero-tetano-pertussis

acelular-poliomielitic inactivat,

adsorbit

not available

4490/2012/03

SANOFI PASTEUR

RO

TETRAXIM suspensie injectabila
in seringa preumpluta

Vaccin diftero-tetano-pertussis
acelular-poliomielitic inactivat,

adsorbit

not available

4490/2012/04

SANOFI PASTEUR

RO

TETRAXIM suspensie injectabila
in seringa preumpluta

Vaccin diftero-tetano-pertussis
acelular-poliomielitic inactivat,

adsorbit

not available

4490/2012/05

SANOFI PASTEUR

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

8900/2016/03

GLAXOSMITHKLINE (GSK)
S.R.L.

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

8900/2016/02

GLAXOSMITHKLINE (GSK)
S.R.L.

RO
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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

8900/2016/01

GLAXOSMITHKLINE (GSK)
S.R.L.

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

8900/2016/04

GLAXOSMITHKLINE (GSK)
S.R.L.

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

8900/2016/05

GLAXOSMITHKLINE (GSK)
S.R.L.

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 (GSK)
S.R.L.

RO

Tetravac, injektionsvatska,
suspension.

Difteri-, tetanus-, pertussis-
(acellulart, komponent) och
poliomyelitisvaccin (inaktiverat)
adsorberat

SE/H/0154/001

13464

SANOFI PASTEUR EUROPE

SE

Repevax, injektionsvatska,
suspension i forfylld spruta

MARKET
AUTHORISATION

59538

SANOFI PASTEUR

SE

List of nationally authorised medicinal products

EMA/61734/2021

Page 62/71



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

APPLICATION - 310 - EU
MRP -

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

Repevax, injektionsvatska,
suspension i forfylld spruta

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

MARKET
AUTHORISATION
APPLICATION - 310 - EU
MRP -

59538

SANOFI PASTEUR

SE

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

DE/H/0466/003

21068

GLAXOSMITHKLINE AB

SE

DiTeKiPol, injektionsvatska,
suspension, forfylld spruta.
Difteri, Tetanus, Pertussis
(acellular, komponent) och
Poliomyelit (inaktiverat) Vaccin
(adsorberat)

DK/H/0132/001

14398

AJ VACCINES A/S

SE

Adacel Polio suspenzija za
injiciranje v napolnjeni
injekcijski brizgi

Diphtheria, Tetanus, Pertussis

DE/H/0215/001

H/20/02707/001

SANOFI PASTEUR

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

(acellular, component) and
Poliomyelitis (inactivated)
Vaccine (adsorbed, 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

H/20/02707/002

SANOFI PASTEUR

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

H/20/02707/003

SANOFI PASTEUR

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

H/20/02707/004

SANOFI PASTEUR

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

H/20/02707/006

SANOFI PASTEUR

SI

Adacel Polio suspenzija za

DE/H/0215/001

H/20/02707/005

SANOFI PASTEUR

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

injiciranje v napolnjeni
injekcijski brizgi

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

H/20/02707/007

SANOFI PASTEUR

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

H/20/02707/008

SANOFI PASTEUR

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

H/20/02707/009

SANOFI PASTEUR

SI

Adacel Polio suspenzija za
injiciranje v napolnjeni
injekcijski brizgi

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

DE/H/0215/001

H/20/02707/010

SANOFI PASTEUR

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

Vaccine (adsorbed, 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

H/20/02707/001

SANOFI PASTEUR

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

H/20/02707/002

SANOFI PASTEUR

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

H/20/02707/003

SANOFI PASTEUR

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

H/20/02707/004

SANOFI PASTEUR

SI

Adacel Polio suspenzija za
injiciranje v napolnjeni
injekcijski brizgi

DE/H/0215/001

H/20/02707/006

SANOFI PASTEUR

SI

List of nationally authorised medicinal products

EMA/61734/2021

Page 66/71



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

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

H/20/02707/005

SANOFI PASTEUR

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

H/20/02707/007

SANOFI PASTEUR

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

H/20/02707/008

SANOFI PASTEUR

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

H/20/02707/009

SANOFI PASTEUR

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

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

H/20/02707/010

SANOFI PASTEUR

SI

Boostrix Polio suspenzija za
injiciranje

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

DE/H/0466/004

H/10/00651/005

GLAXOSMITHKLINE D.O.O.

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/10/00651/001

GLAXOSMITHKLINE D.O.O.

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/0466/004

H/10/00651/002

GLAXOSMITHKLINE D.O.O.

SI

Boostrix Polio suspenzija za
injiciranje v napolnjeni
injekcijski brizgi

cepivo proti davici, tetanusu,
oslovskemu kaslju - acelularno
in otroski paralizi - inaktivirano

DE/H/0466/004

H/10/00651/003

GLAXOSMITHKLINE D.O.O.

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

(adsorbirano, z zmanjsano
vsebnostjo antigenov)
Boostrix Polio suspenzija za DE/H/0466/004 H/10/00651/004 GLAXOSMITHKLINE D.O.O. SI
injiciranje v napolnjeni
injekcijski brizgi

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

Boostrix Polio suspenzija za DE/H/0466/004 H/10/00651/006 GLAXOSMITHKLINE D.O.O. SI
injiciranje cepivo proti davici,
tetanusu, oslovskemu kaslju -
acelularno in otroski paralizi -
inaktivirano (adsorbirano, z
zmanjSano vsebnostjo
antigenov)

Boostrix Polio suspenzija za DE/H/0466/004 H/10/00651/007 GLAXOSMITHKLINE D.O.O. SI
injiciranje v napolnjeni
injekcijski brizgi cepivo proti
davici, tetanusu, oslovskemu
kaslju - acelularno in otroski
paralizi - inaktivirano
(adsorbirano, z zmanjsano
vsebnostjo antigenov)
Boostrix Polio suspenzija za DE/H/0466/004 H/10/00651/008 GLAXOSMITHKLINE D.O.O. SI
injiciranje v napolnjeni
injekcijski brizgi

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

Adacel Polio DE/H/0215/001 59/0035/20-S SANOFI PASTEUR SK
injek¢na suspenzia v naplnenej
injekc¢nej striekacke

Ockovacia latka (adsorbovana s
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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

redukovanym obsahom
antigénov) proti zaskrtu, tetanu,
¢iernemu kaslu (nebunkové
zlozky) a detskej obrne
(inaktivovana)

Infanrix Polio

injek¢na suspenzia v naplnenej
injekénej striekacke

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

FR/H/0251/002

59/0417/08-S

GLAXOSMITHKLINE
BIOLOGICALS S.A.

SK

Adacel Polio

injek¢na suspenzia v naplnenej
injek¢nej striekacke

Ockovacia latka (adsorbovana s
redukovanym obsahom
antigénov) proti zaskrtu, tetanu,
ciernemu kaslu (nebunkové
zlozky) a detskej obrne
(inaktivovana)

DE/H/0215/001

59/0035/20-S

SANOFI PASTEUR

SK

Boostrix Polio

Injek¢na suspenzia naplnena v
injek¢nej striekacke

Ockovacia latka (adsorbovana,
so znizenym obsahom antigénu
(antigénov)) proti zaskrtu,
tetanu,

ciernemu kaslu (acelularna
zlozka pertussis) a detskej obrne
(inaktivovana)

DE/H/0466/003

59/0373/07-S

GLAXOSMITHKLINE
SLOVAKIA S.R.O.

SK

TETRAXIM Injekcéna suspenzia
naplnena v injekcnej striekacke
Ockovacia latka (adsorbovanad)
proti zaskrtu, tetanu, Ciernemu
kaslu (acelularna zlozka),

HU/H/0406/001

59/0291/16-S

SANOFI PASTEUR

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

detskej obrne (inaktivovana)

Tetravac, suspension for
injection Diphtheria, tetanus,
pertussis (acellular, component)
and poliomyelitis (inactivated)
vaccine, adsorbed

SE/H/0154/001

PL 46602/0018

SANOFI PASTEUR EUROPE

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

PL 46602/0005

SANOFI PASTEUR EUROPE

XI

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

FR/H/0251/002

PL 10592/0209

SMITHKLINE BEECHAM LTD

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

PL 46602/0005

SANOFI PASTEUR EUROPE

XI

Boostrix-IPV 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

PL 10592/0214

SMITHKLINE BEECHAM LTD

XI
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