EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

30 October 2025
EMADOC-1700519818-2550366
Human Medicines Division

List of nationally authorised medicinal products

Active substance(s): hepatitis B vaccine (rDNA)

EURD list No. PSUSA/00001597/202502

Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000
© European Medicines Agency, 2025. Reproduction is authorised provided the source is acknowledged.

Official address Domenico Scarlattilaan 6 @ 1083 HS Amsterdam @ The Netherlands “
An agency of the European Union


http://www.ema.europa.eu/contact

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

authorisation country) | Authorisation member state product is authorised
number

Engerix-B 10 BE/H/0009/002 2-00145 GLAXOSMITHKLINE PHARMA |AT

Mikrogramm/0,5 ml GMBH.

Injektionssuspension in
einer Fertigspritze
Hepatitis B (rDNA)
Impfstoff (adsorbiert)

(HBV)
Engerix-B 10 BE/H/0009/002 2-00145 GLAXOSMITHKLINE PHARMA |AT
Mikrogramm/0,5 ml GMBH.

Injektionssuspension in
einer Fertigspritze
Hepatitis B (rDNA)
Impfstoff (adsorbiert)

(HBV)
Engerix-B 10 BE/H/0009/002 2-00145 GLAXOSMITHKLINE PHARMA (AT
Mikrogramm/0,5 ml GMBH.

Injektionssuspension in
einer Fertigspritze
Hepatitis B (rDNA)
Impfstoff (adsorbiert)

(HBV)
Engerix-B 10 BE/H/0009/002 2-00145 GLAXOSMITHKLINE PHARMA  |AT
Mikrogramm/0,5 ml GMBH.

Injektionssuspension in
einer Fertigspritze
Hepatitis B (rDNA)
Impfstoff (adsorbiert)
(HBV)
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Engerix-B 10 BE/H/0009/002 2-00145 GLAXOSMITHKLINE PHARMA  [AT

Mikrogramm/0,5 ml GMBH.

Injektionssuspension in
einer Fertigspritze
Hepatitis B (rDNA)
Impfstoff (adsorbiert)

(HBV)
Engerix-B 10 BE/H/0009/002 2-00145 GLAXOSMITHKLINE PHARMA AT
Mikrogramm/0,5 ml GMBH.

Injektionssuspension in
einer Fertigspritze
Hepatitis B (rDNA)
Impfstoff (adsorbiert)

(HBV)

Engerix-B 20 Mikrogramm | BE/H/0009/001 2-00008 GLAXOSMITHKLINE PHARMA AT
1ml GMBH.

Injektionssuspension in

einer

Fertigspritze|Hepatitis-B
(rDNA) Impfstoff
(adsorbiert) (HBV)

Engerix-B 20 Mikrogramm | BE/H/0009/001 2-00008 GLAXOSMITHKLINE PHARMA AT
1 ml GMBH.

Injektionssuspension in

einer

Fertigspritze|Hepatitis-B
(rDNA) Impfstoff
(adsorbiert) (HBV)

Engerix-B 20 Mikrogramm | BE/H/0009/001 2-00008 GLAXOSMITHKLINE PHARMA AT
1 ml GMBH.

Injektionssuspension in

einer

Fertigspritze|Hepatitis-B
(rDNA) Impfstoff
(adsorbiert) (HBV)
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Engerix-B 20 Mikrogramm | BE/H/0009/001 2-00008 GLAXOSMITHKLINE PHARMA  [AT

1 ml GMBH.

Injektionssuspension in
einer Fertigspritze
Hepatitis-B (rDNA)
Impfstoff (adsorbiert)

(HBV)
Engerix-B 20 Mikrogramm | BE/H/0009/001 2-00008 GLAXOSMITHKLINE PHARMA AT
1 ml GMBH.

Injektionssuspension in
einer Fertigspritze
Hepatitis-B (rDNA)
Impfstoff (adsorbiert)

(HBV)
Engerix-B 20 Mikrogramm | BE/H/0009/001 2-00008 GLAXOSMITHKLINE PHARMA AT
1ml GMBH.

Injektionssuspension in
einer Fertigspritze
Hepatitis-B (rDNA)
Impfstoff (adsorbiert)

(HBV)
Engerix-B 20 Mikrogramm | BE/H/0009/001 2-00008 GLAXOSMITHKLINE PHARMA AT
1 ml GMBH.

Injektionssuspension in
einer Fertigspritze
Hepatitis-B (rDNA)
Impfstoff (adsorbiert)

(HBV)
Engerix-B 20 Mikrogramm | BE/H/0009/001 2-00008 GLAXOSMITHKLINE PHARMA AT
1 ml GMBH.

Injektionssuspension in
einer Fertigspritze
Hepatitis-B (rDNA)
Impfstoff (adsorbiert)
(HBV)
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Engerix-B 10 BE/H/0009/002 2-00145 GLAXOSMITHKLINE PHARMA  [AT

Mikrogramm/0,5 ml GMBH.

Injektionssuspension in
einer Fertigspritze
Hepatitis-B (rDNA)
Impfstoff (adsorbiert)

(HBV)
ENGERIX B 20 BE/H/0009/001 BE252682 GLAXOSMITHKLINE BE
microgram/1 ml BIOLOGICALS S.A.

Suspensie voor injectie in
\voorgevulde spuit
Hepatitis B (rDNA) vaccin
(geadsorbeerd) (HBV)

Engerix B 20 BE/H/0009/001 BE252682 GLAXOSMITHKLINE BE
Mikrogramm/1 ml, BIOLOGICALS S.A.
Injektionssuspension
Hepatitis B (rDNA)

Impfstoff (adsorbiert)

(HBV)
ENGERIX B 20 BE/H/0009/001 BE252682 GLAXOSMITHKLINE BE
microgrammes/1 ml BIOLOGICALS S.A.

Suspension injectable en
seringue pré-remplie
Vaccin Hépatite B (rADN)
(adsorbé) (VHB)

ENGERIX B Junior 10 BE/H/0009/002 BE252716 GLAXOSMITHKLINE BE
microgrammes/0,5 ml BIOLOGICALS S.A.
Suspension injectable en
seringue préremplie
Vaccin de I’'hépatite B
(rADN), (adsorbé) (VHB)
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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

ENGERIX B Junior 10
microgram/0,5 ml
Suspensie voor injectie in
voorgevulde spuit
Hepatitis B (rDNA) vaccin
(geadsorbeerd) (HBV)

BE/H/0009/002

BE252716

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

ENGERIX B JUNIOR 10
Mikrogramm/0,5 ml,
Injektionssuspension
Hepatitis B (rDNA)
Impfstoff (adsorbiert)
(HBV)

BE/H/0009/002

BE252716

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

ENGERIX B 20
microgrammes/1 ml
Suspension injectable
Vaccin Hépatite B (rADN)
(adsorbé) (VHB)

BE/H/0009/001

BE252691

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

ENGERIX B 20
microgram/1 ml
Suspensie voor injectie
Hepatitis B (rDNA) vaccin
(geadsorbeerd) (HBV)

BE/H/0009/001

BE252691

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

Engerix B 20
Mikrogramm/1 ml,
Injektionssuspension
Hepatitis B (rDNA)
Impfstoff (adsorbiert)
(HBV)

BE/H/0009/001

BE252691

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

ENGERIX B 20
microgrammes/1 ml
Suspension injectable
Vaccin Hépatite B (rADN)
(adsorbé) (VHB)

BE/H/0009/001

BE252691

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

ENGERIX B 20
microgram/1 ml
Suspensie voor injectie
Hepatitis B (rDNA) vaccin
(geadsorbeerd) (HBV)

BE/H/0009/001

BE252691

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

Engerix B 20
Mikrogramm/1 ml,
Injektionssuspension
Hepatitis B (rDNA)
Impfstoff (adsorbiert)
(HBV)

BE/H/0009/001

BE252691

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

ENGERIX B 20
microgrammes/1 ml
Suspension injectable
Vaccin Hépatite B (rADN)
(adsorbé) (VHB)

BE/H/0009/001

BE252691

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

ENGERIX B 20
microgram/1 ml
Suspensie voor injectie
Hepatitis B (rDNA) vaccin
(geadsorbeerd) (HBV)

BE/H/0009/001

BE252691

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

ENGERIX B 20
Mikrogramm/1 ml
Injektionssuspension
Hepatitis B (rDNA)
Impfstoff (adsorbiert)
(HBV)

BE/H/0009/001

BE252691

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

ENGERIX B Junior 10
microgrammes/0,5 ml
Suspension injectable
Vaccin de I'hépatite B
(rADN), (adsorbé) (VHB)

BE/H/0009/002

BE252725

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

ENGERIX B Junior 10
microgram/0,5 ml
Suspensie voor injectie
Hepatitis B (rDNA) vaccin
(geadsorbeerd) (HBV)

BE/H/0009/002

BE252725

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

ENGERIX B JUNIOR 10
Mikrogramm/0,5 ml,
Injektionssuspension
Hepatitis B (rDNA)
Impfstoff (adsorbiert)
(HBV)

BE/H/0009/002

BE252725

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

ENGERIX B Junior 10
microgrammes/0,5 ml
Suspension injectable
Vaccin de I’'hépatite B
(rADN), (adsorbé) (VHB)

BE/H/0009/002

BE252725

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

ENGERIX B Junior 10
microgram/0,5 ml
Suspensie voor injectie
Hepatitis B (rDNA) vaccin
(geadsorbeerd) (HBV)

BE/H/0009/002

BE252725

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

ENGERIX B JUNIOR 10
Mikrogramm/0,5 ml,
Injektionssuspension
Hepatitis B (rDNA)
Impfstoff (adsorbiert)
(HBV)

BE/H/0009/002

BE252725

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

ENGERIX B 20
microgrammes/1 ml
Suspension injectable en
seringue pré-remplie
Vaccin Hépatite B (rADN)
(adsorbé) (VHB)

BE/H/0009/001

BE252682

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE
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Product Name (in National Authorisation Number

authorisation country)

MRP/DCP
Authorisation
number

MAH of product in the
member state

Member State where
product is authorised

ENGERIX B 20
Mikrogramm/1 ml
Injektionssuspension
Hepatitis B (rDNA)
Impfstoff (adsorbiert)
(HBV)

BE/H/0009/001 BE252691

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

Engerix B 20 BE252682
Mikrogramm/1 ml,
Injektionssuspension
Hepatitis B (rDNA)
Impfstoff (adsorbiert)
(HBV)

BE/H/0009/001

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

ENGERIX B JUNIOR 10
Mikrogramm/0,5 ml,
Injektionssuspension
Hepatitis B (rDNA)
Impfstoff (adsorbiert)
(HBV)

BE/H/0009/002 BE252725

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

ENGERIX B Junior 10 BE252716
microgrammes/0,5 ml
Pour le flacon :
Suspension injectable
Pour la seringue
préremplie :

Suspension injectable en
seringue préremplie
Vaccin de I’'hépatite B
(rADN), (adsorbé) (VHB)

BE/H/0009/002

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

ENGERIX B 20
microgram/1 ml
Suspensie voor injectie
Hepatitis B (rDNA) vaccin
(geadsorbeerd) (HBV)

BE/H/0009/001 BE252691

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

ENGERIX B 20
microgrammes/1 ml
Suspension injectable
Vaccin Hépatite B (rADN)
(adsorbé) (VHB)

BE/H/0009/001

BE252691

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

ENGERIX B Junior 10
microgrammes/0,5 ml
Suspension injectable
Vaccin de I'hépatite B
(rADN), (adsorbé) (VHB)

BE/H/0009/002

BE252725

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

ENGERIX B Junior 10
microgram/0,5 ml
Suspensie voor injectie
Hepatitis B (rDNA) vaccin
(geadsorbeerd) (HBV)

BE/H/0009/002

BE252725

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

ENGERIX B Junior 10
microgrammes/0,5 ml
Pour le flacon :
Suspension injectable
Pour la seringue
préremplie :

Suspension injectable en
seringue préremplie
Vaccin de I'hépatite B
(rADN), (adsorbé) (VHB)

BE/H/0009/002

BE252716

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

ENGERIX B Junior 10
microgrammes/0,5 ml
Pour le flacon :
Suspension injectable
Pour la seringue
préremplie :

Suspension injectable en
seringue préremplie
Vaccin de I’'hépatite B
(rADN), (adsorbé) (VHB)

BE/H/0009/002

BE252716

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE
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Product Name (in MRP/DCP
authorisation country) | Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ENGERIX B 20
microgram/1 ml
Suspensie voor injectie in
voorgevulde spuit
Hepatitis B (rDNA) vaccin
(geadsorbeerd) (HBV)

BE/H/0009/001

BE252682

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BE

ENGERIX B 20
micrograms/1 ml
Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed)

not available

20000247

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BG

EHXXEPUKC B 20
Mukporpama/1 ml
NHXeKuMoHHa cycrneH3us
BakcuHa cpewy xenatut B
(pAHK), (ancopbupaHa)

not available

20000247

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BG

EHXXEPUKC B 10
Mukporpama/0,5 ml
NHXXeKUMOHHa cycrneH3uns
B NpeABapuUTeHO
Hanb/SIHEHA CNPUHLIOBKA
BakcuHa cpewy xenatuT B
(pAHK), (ancopbupaHa)

not available

20000246

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BG

EHXXEPUKC B 10
Mukporpama/0,5 ml
NHXXeKuMOoHHa cycrneH3us
BakcuHa cpewy xenatuT B
(pAHK), (ancopbupaHa)

not available

20000246

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BG
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Product Name (in MRP/DCP
authorisation country) | Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

EHXXEPUKC B 10
Mukporpama/0,5 ml
MHXeKLMOoHHa CyCcrneH3us
B NpeABapuUTeHO
Hamb/IHEHA CMPUHLOBKA
BakcuHa cpewy xenatut B
(pAHK), (ancopbupaHa)

not available

20000246

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BG

EHXXEPUKC B 20
MuKporpama/1 ml
NHXXeKUMOHHa cycrneH3uns
B NpeaBapuUTeNHO
Hanmb/IHEHA CNPUHLLOBKA
BakcuHa cpewy xenatuT B
(pAHK), (aacopbupaHa)
ENGERIX B 20
micrograms/1 ml
Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed)

not available

20000247

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BG

EHXXEPUKC B 20
Mukporpama/1 ml
MH>XeKLUMOHHa cycneH3ng
BakcuHa cpelly xenatuTt B
(pAHK), (aacopbupaHa)

not available

20000247

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BG

EHXXEPUKC B 10
Mukporpama/0,5 ml
MH>XeKLUMOHHa CcycneH3ng
BakcuHa cpelly xenatuTt B
(pAHK), (aacopbupaHa)

not available

20000246

GLAXOSMITHKLINE
BIOLOGICALS S.A.

BG

ENGERIX B Paediatric 10
micrograms/0.5 ml
Suspension for injection
Hepatitis B (rDNA) vaccine
(adsorbed) (HBV)

not available

12940

GLAXOSMITHKLINE
BIOLOGICALS S.A.

CY
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injekcni suspense
Rekombinantni (rDNA)
vakcina proti hepatitide B,
adsorbovana

BIOLOGICALS S.A.

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number
Engerix B 20 not available 12941 GLAXOSMITHKLINE CY
micrograms/1 ml BIOLOGICALS S.A.
Suspension for injection.
Hepatitis B r(DNA) vaccine
(adsorbed) (HBV)
Engerix-B 10 mikrogramd | not available 59/170/87-A/C GLAXOSMITHKLINE Cz
injek¢ni suspenze BIOLOGICALS S.A.
Engerix-B 10 mikrogramﬁ not available 59/170/87-A/C GLAXOSMITHKLINE CZ
injek¢ni suspenze BIOLOGICALS S.A.
Engerix-B 10 mikrogramu not available 59/170/87-A/C GLAXOSMITHKLINE CZ
injekcni suspenze BIOLOGICALS S.A.
Engerix-B 20 mikrogramu not available 59/170/87-B/C GLAXOSMITHKLINE CZ
injekcni suspense BIOLOGICALS S.A.
Rekombinantni (rDNA)
vakcina proti hepatitide B,
adsorbovana
Engerix-B 20 mikrogramu not available 59/170/87-B/C GLAXOSMITHKLINE CZ
injekcni suspense BIOLOGICALS S.A.
Rekombinantni (rDNA)
vakcina proti hepatitide B,
adsorbovana
Engerix-B 20 mikrogramu not available 59/170/87-B/C GLAXOSMITHKLINE CZ
injekcni suspense BIOLOGICALS S.A.
Rekombinantni (rDNA)
vakcina proti hepatitide B,
adsorbovana
Engerix-B 20 mikrogramu not available 59/170/87-B/C GLAXOSMITHKLINE CZ
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number
Engerix-B 20 mikrogramd | not available 59/170/87-B/C GLAXOSMITHKLINE CZ
injek¢ni suspenze BIOLOGICALS S.A.

Rekombinantni (rDNA)
\vakcina proti hepatitide B,

adsorbovana
Engerix-B 10 mikrogramﬂ not available 59/170/87-A/C GLAXOSMITHKLINE cZ
injek¢ni suspenze BIOLOGICALS S.A.

Rekombinantni (rDNA)
\vakcina proti hepatitide B,

adsorbovana
Engerix-B Kinder BE/H/0009/002 593A/93 GLAXOSMITHKLINE GMBH & |DE
Injektionssuspension in CO. KG

einer Fertigspritze
Hepatitis-B (rDNA)-
Impfstoff (adsorbiert)

(HBV)
Engerix-B Kinder BE/H/0009/002 593A/93 GLAXOSMITHKLINE GMBH & |DE
Injektionssuspension in CO. KG

einer Fertigspritze
Hepatitis-B (rDNA)-
Impfstoff (adsorbiert)

(HBV)
Engerix-B Kinder BE/H/0009/002 593A/93 GLAXOSMITHKLINE GMBH & |DE
Injektionssuspension in CO. KG

einer Fertigspritze
Hepatitis-B (rDNA)-
Impfstoff (adsorbiert)

(HBV)
Engerix-B Erwachsene BE/H/0009/001 153A/89 GLAXOSMITHKLINE GMBH & [DE
Injektionssuspension in CO. KG

einer Fertigspritze
Hepatitis-B (rDNA)-
Impfstoff (adsorbiert)
(HBV)
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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

Engerix-B Erwachsene
Injektionssuspension in
einer Fertigspritze
Hepatitis-B (rDNA)-
Impfstoff (adsorbiert)
(HBV)

BE/H/0009/001

153A/89

GLAXOSMITHKLINE GMBH &
CO. KG

DE

Engerix-B Erwachsene
Injektionssuspension in
einer Fertigspritze
Hepatitis-B (rDNA)-
Impfstoff (adsorbiert)
(HBV)

BE/H/0009/001

153A/89

GLAXOSMITHKLINE GMBH &
CO. KG

DE

Engerix-B Erwachsene
Injektionssuspension in
einer Fertigspritze
Hepatitis-B (rDNA)-
Impfstoff (adsorbiert)
(HBV)

BE/H/0009/001

153A/89

GLAXOSMITHKLINE GMBH &
CO. KG

DE

Engerix-B Kinder
Injektionssuspension in
einer Fertigspritze
Hepatitis-B (rDNA)-
Impfstoff (adsorbiert)
(HBV)

BE/H/0009/002

593A/93

GLAXOSMITHKLINE GMBH &
CO. KG

DE

Engerix-B 10
mikrogram/0,5 ml,
injektionsvaeske,
suspension i fyldt
injektionssprgijte

BE/H/0009/002

31824

GLAXOSMITHKLINE PHARMA
A/S

DK

Engerix-B 20

mikrogram/1 ml,
injektionsvaeske,
suspension i fyldt
injektionssprgijte

BE/H/0009/001

31826

GLAXOSMITHKLINE PHARMA
A/S

DK
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mikrogram/0,5 ml,
injektionsvaeske,
suspension i fyldt
injektionssprgijte

A/S

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number
Engerix-B 20 BE/H/0009/001 31826 GLAXOSMITHKLINE PHARMA DK
mikrogram/1 ml, A/S
injektionsvaeske,
suspension i fyldt
injektionssprgijte
Engerix-B 20 BE/H/0009/001 31826 GLAXOSMITHKLINE PHARMA DK
mikrogram/1 ml, A/S
injektionsvaeske,
suspension i fyldt
injektionssprgijte
Engerix-B 20 BE/H/0009/001 31825 GLAXOSMITHKLINE PHARMA DK
mikrogram/1 ml, A/S
injektionsvaeske,
suspension
Engerix-B 20 BE/H/0009/001 31825 GLAXOSMITHKLINE PHARMA |DK
mikrogram/1 ml, A/S
injektionsvaeske,
suspension
Engerix-B 20 BE/H/0009/001 31825 GLAXOSMITHKLINE PHARMA DK
mikrogram/1 ml, A/S
injektionsvaeske,
suspension
Engerix-B 20 BE/H/0009/001 31826 GLAXOSMITHKLINE PHARMA DK
mikrogram/1 ml, A/S
injektionsvaeske,
suspension i fyldt
injektionssprgijte
Engerix-B 10 BE/H/0009/002 31824 GLAXOSMITHKLINE PHARMA DK
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siistesuspensioon viaalis

BIOLOGICALS S.A.

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number
Engerix-B 10 BE/H/0009/002 31824 GLAXOSMITHKLINE PHARMA DK
mikrogram/0,5 ml, A/S
injektionsvaeske,
suspension i fyldt
injektionssprgijte
Engerix-B 10 BE/H/0009/002 31824 GLAXOSMITHKLINE PHARMA DK
mikrogram/0,5 ml, A/S
injektionsvaeske,
suspension i fyldt
injektionssprgijte
Engerix-B 20 BE/H/0009/001 31825 GLAXOSMITHKLINE PHARMA DK
mikrogram/1 ml, A/S
injektionsvaeske,
suspension
Engerix-B 10 BE/H/0009/002 31824 GLAXOSMITHKLINE PHARMA |DK
mikrogram/0,5 ml, A/S
injektionsvaeske,
suspension i fyldt
injektionssprgijte
Engerix-B 20 BE/H/0009/001 31826 GLAXOSMITHKLINE PHARMA |DK
mikrogram/1 ml, A/S
injektionsvaeske,
suspension i fyldt
injektionssprgijte
Engerix-B, 20 pg/ml not available 125296 GLAXOSMITHKLINE EE
sistesuspensioon sustlis BIOLOGICALS S.A.
Engerix-B, 20 pg/ml not available 125296 GLAXOSMITHKLINE EE
siistesuspensioon suistlis BIOLOGICALS S.A.
Engerix-B, 20 pg/ml not available 125296 GLAXOSMITHKLINE EE
slstesuspensioon sustlis BIOLOGICALS S.A.
Engerix-B, 20 pg/ml not available 125296 GLAXOSMITHKLINE EE
sistesuspensioon viaalis BIOLOGICALS S.A.
Engerix-B, 20 pg/ml not available 125296 GLAXOSMITHKLINE EE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Engerix- B Junior 10
microgramos/0,5 ml
Suspension inyectable en
jeringa precargada
Vacuna de hepatitis B
(ADNTr, adsorbida) (VHB)

BE/H/0009/002

60.652

GLAXOSMITHKLINE, S.A.

ES

Engerix- B Junior 10
microgramos/0,5 ml
Suspension inyectable en
jeringa precargada
Vacuna de hepatitis B
(ADNTr, adsorbida) (VHB)

BE/H/0009/002

60.652

GLAXOSMITHKLINE, S.A.

ES

Engerix- B Junior 10
microgramos/0,5 ml
Suspension inyectable en
jeringa precargada
Vacuna de hepatitis B
(ADNTr, adsorbida) (VHB)

BE/H/0009/002

60.652

GLAXOSMITHKLINE, S.A.

ES

Engerix-B 20
microgramos/1 ml
suspension inyectable en
jeringa precargada
Vacuna de hepatitis B
(ADNr, adsorbida) (VHB)

BE/H/0009/001

60.653

GLAXOSMITHKLINE, S.A.

ES

Engerix-B 20
microgramos/1 mil
suspensioén inyectable en
jeringa precargada
Vacuna de hepatitis B
(ADNr, adsorbida) (VHB)

BE/H/0009/001

60.653

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

Engerix- B 20
microgramos/1 ml
Suspension inyectable en
jeringa precargada
Vacuna de hepatitis B
(ADNTr, adsorbida) (VHB)

BE/H/0009/001

60.653

GLAXOSMITHKLINE, S.A.

ES

Engerix-B 20
microgramos/1 ml
suspension inyectable en
jeringa precargada
Vacuna de hepatitis B
(ADNTr, adsorbida) (VHB)

BE/H/0009/001

60.653

GLAXOSMITHKLINE, S.A.

ES

Engerix- B Junior 10
microgramos/0,5 ml
Suspension inyectable en
jeringa precargada
Vacuna de hepatitis B
(ADNTr, adsorbida) (VHB)

BE/H/0009/002

60.652

GLAXOSMITHKLINE, S.A.

ES

Engerix- B Junior 10
microgramos/0,5 ml
Suspension inyectable en
jeringa precargada
Vacuna de hepatitis B
(ADNr, adsorbida) (VHB)

BE/H/0009/002

60.652

GLAXOSMITHKLINE, S.A.

ES

Engerix- B 20
microgramos/1 mil
Suspension inyectable en
jeringa precargada
Vacuna de hepatitis B
(ADNr, adsorbida) (VHB)

BE/H/0009/001

60.653

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

ENGERIX-B 20 mikrog/1
ml Injektioneste,
suspensio, esitaytetyssa
ruiskussa Hepatiitti B
(rDNA) -rokote
(adsorboitu) (HBV)

BE/H/0009/001

10122

GLAXOSMITHKLINE
BIOLOGICALS S.A.

FI

Engerix-B 20
mikrogram/1 ml
Injektionsvatska,
suspension i forfylld
spruta Vaccin mot hepatit
B (rDNA) (adsorberat)
(HBV)

BE/H/0009/001

10122

GLAXOSMITHKLINE
BIOLOGICALS S.A.

FI

ENGERIX-B 20 mikrog/1
ml Injektioneste,
suspensio Hepatiitti B
(rDNA) -rokote
(adsorboitu) (HBV)

BE/H/0009/001

10122

GLAXOSMITHKLINE
BIOLOGICALS S.A.

FI

ENGERIX-B 20 mikrog/1
ml Injektioneste,
suspensio Hepatiitti B
(rDNA) -rokote
(adsorboitu) (HBV)

BE/H/0009/001

10122

GLAXOSMITHKLINE
BIOLOGICALS S.A.

FI

ENGERIX-B 20 mikrog/1
ml Injektioneste,
suspensio Hepatiitti B
(rDNA) -rokote
(adsorboitu) (HBV)

BE/H/0009/001

10122

GLAXOSMITHKLINE
BIOLOGICALS S.A.

FI

Engerix-B 20
mikrogram/1 ml
Injektionsvatska,
suspension Vaccin mot
hepatit B (rDNA)
(adsorberat) (HBV)

BE/H/0009/001

10122

GLAXOSMITHKLINE
BIOLOGICALS S.A.

FI

List of nationally authorised medicinal products

Error! Unknown document property name.

Page 20/80




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

authorisation country) | Authorisation member state product is authorised
number
Engerix-B 20 BE/H/0009/001 10122 GLAXOSMITHKLINE FI
mikrogram/1 ml BIOLOGICALS S.A.

Injektionsvatska,
suspension Vaccin mot
hepatit B (rDNA)
(adsorberat) (HBV)

Engerix-B 20 BE/H/0009/001 10122 GLAXOSMITHKLINE FI
mikrogram/1 ml BIOLOGICALS S.A.
Injektionsvatska,
suspension Vaccin mot
hepatit B (rDNA)
(adsorberat) (HBV)

ENGERIX-B 10 mikrog/0,5 | BE/H/0009/002 10122 GLAXOSMITHKLINE FI
ml Injektioneste, BIOLOGICALS S.A.
suspensio Hepatiitti B
(rDNA) -rokote
(adsorboitu) (HBV)

Engerix-B 10 BE/H/0009/002 10122 GLAXOSMITHKLINE FI
mikrogram/0,5 ml BIOLOGICALS S.A.
Injektionsvatska,
suspension i forfylld
spruta Vaccin mot hepatit
B (rDNA) (adsorberat)

(HBV)
ENGERIX-B 10 mikrog/0,5 | BE/H/0009/002 10122 GLAXOSMITHKLINE FI
ml Injektioneste, BIOLOGICALS S.A.

suspensio Hepatiitti B
(rDNA) -rokote
(adsorboitu) (HBV)
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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

Engerix-B 10
mikrogram/0,5 ml
Injektionsvatska,
suspension i forfylld
spruta Vaccin mot hepatit
B (rDNA) (adsorberat)
(HBV)

BE/H/0009/002

10122

GLAXOSMITHKLINE
BIOLOGICALS S.A.

FI

Engerix-B 10
mikrogram/0,5 ml
Injektionsvatska,
suspension i forfylld
spruta

Vaccin mot hepatit B
(rDNA) (adsorberat)
(HBV)

BE/H/0009/002

10122

GLAXOSMITHKLINE
BIOLOGICALS S.A.

FI

ENGERIX-B 10 mikrog/0,5
ml

Injektiopullo:
Injektioneste, suspensio
Esitaytetty ruisku:
Injektioneste, suspensio
esitdytetyssa ruiskussa
Hepatiitti B (rDNA) -
rokote (adsorboitu) (HBV)

BE/H/0009/002

10122

GLAXOSMITHKLINE
BIOLOGICALS S.A.

FI

ENGERIX-B 20 mikrog/1
ml Injektioneste,
suspensio Hepatiitti B
(rDNA) -rokote
(adsorboitu) (HBV)

BE/H/0009/001

10122

GLAXOSMITHKLINE
BIOLOGICALS S.A.

FI

ENGERIX-B 10 mikrog/0,5
ml Injektioneste,
suspensio esitaytetyssa
ruiskussa Hepatiitti B
(rDNA) -rokote
(adsorboitu) (HBV)

BE/H/0009/002

10122

GLAXOSMITHKLINE
BIOLOGICALS S.A.

FI

List of nationally authorised medicinal products

Error! Unknown document property name.

Page 22/80




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

Engerix-B 20
mikrogram/1 ml
Injektionsvatska,
suspension Vaccin mot
hepatit B (rDNA)
(adsorberat) (HBV)

BE/H/0009/001

10122

GLAXOSMITHKLINE
BIOLOGICALS S.A.

FI

ENGERIX-B 20 mikrog/1
ml

Injektiopullo:
Injektioneste, suspensio
Esitaytetty ruisku:
Injektioneste, suspensio,
esitdytetyssa ruiskussa
Hepatiitti B (rDNA) -
rokote (adsorboitu) (HBV)

BE/H/0009/002

10122

GLAXOSMITHKLINE
BIOLOGICALS S.A.

FI

ENGERIX-B 20 mikrog/1
ml Injektioneste,
suspensio, esitaytetyssa
ruiskussa Hepatiitti B
(rDNA) -rokote
(adsorboitu) (HBV)

BE/H/0009/001

10122

GLAXOSMITHKLINE
BIOLOGICALS S.A.

FI

Engerix-B 20
mikrogram/1 ml
Injektionsvatska,
suspension i forfylld
spruta Vaccin mot hepatit
B (rDNA) (adsorberat)
(HBV)

BE/H/0009/001

10122

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

ENGERIX-B 20 mikrog/1
ml

Injektiopullo:
Injektioneste, suspensio
Esitaytetty ruisku:
Injektioneste, suspensio,
esitdytetyssa ruiskussa
Hepatiitti B (rDNA) -
rokote (adsorboitu) (HBV)

BE/H/0009/002

10122

GLAXOSMITHKLINE
BIOLOGICALS S.A.

FI

Engerix-B 10
mikrogram/0,5 ml
Injektionsvatska,
suspension i forfylld
spruta

Vaccin mot hepatit B
(rDNA) (adsorberat)
(HBV)

BE/H/0009/002

10122

GLAXOSMITHKLINE
BIOLOGICALS S.A.

FI

ENGERIX B 10
microgrammes/0,5 ml,
suspension injectable en
seringue préremplie
Vaccin de I’'hépatite B
(ADNr), (adsorbé) (VHB)

BE/H/0009/002

6 578 265 2

LABORATOIRE
GLAXOSMITHKLINE

FR

ENGERIX B 20
microgrammes/1 ml,
suspension injectable en
seringue préremplie
Vaccin de I'hépatite B
(ADNr), (adsorbé) (VHB)

BE/H/0009/001

6 227 9329

LABORATOIRE
GLAXOSMITHKLINE

FR

ENGERIX B 20
microgrammes/1 ml,
suspension injectable en
seringue préremplie
Vaccin de I’'hépatite B
(ADNTr), (adsorbé) (VHB)

BE/H/0009/001

6 227 932 9

LABORATOIRE
GLAXOSMITHKLINE

FR

List of nationally authorised medicinal products

Error! Unknown document property name.

Page 24/80




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

ENGERIX B 20
microgrammes/1 ml,
suspension injectable en
seringue préremplie
Vaccin de I’'hépatite B
(ADNr), (adsorbé) (VHB)

BE/H/0009/001

6 227 932 9

LABORATOIRE
GLAXOSMITHKLINE

FR

ENGERIX B 20
microgrammes/1 ml,
suspension injectable en
seringue préremplie
Vaccin de I'hépatite B
(ADNr), (adsorbé) (VHB)

BE/H/0009/001

6 227 9329

LABORATOIRE
GLAXOSMITHKLINE

FR

ENGERIX B 20
microgrammes/1 ml,
suspension injectable en
seringue préremplie
Vaccin de I'hépatite B
(ADNTr), (adsorbé) (VHB)

BE/H/0009/001

6 227 932 9

LABORATOIRE
GLAXOSMITHKLINE

FR

ENGERIX B 10
microgrammes/0,5 ml,
suspension injectable en
seringue préremplie
Vaccin de I’'hépatite B
(ADNr), (adsorbé) (VHB)

BE/H/0009/002

6 578 265 2

LABORATOIRE
GLAXOSMITHKLINE

FR

ENGERIX B 10
microgrammes/0,5 ml,
suspension injectable en
seringue préremplie
Vaccin de I'hépatite B
(ADNTr), (adsorbé) (VHB)

BE/H/0009/002

6 578 265 2

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

ENGERIX B 10
microgrammes/0,5 ml,
suspension injectable en
seringue préremplie
Vaccin de I’'hépatite B
(ADNF), (adsorbé) (VHB)

BE/H/0009/002

6 578 265 2

LABORATOIRE
GLAXOSMITHKLINE

FR

ENGERIX B 10
microgrammes/0,5 ml,
suspension injectable en
seringue préremplie
Vaccin de I'hépatite B
(ADNr), (adsorbé) (VHB)

BE/H/0009/002

6 578 265 2

LABORATOIRE
GLAXOSMITHKLINE

FR

ENGERIX 20
WIKpoypappapia/iml
Evéoipo evaiwpnua og
npoyepiouévn ouplyyda
EpBOAIo HnaTimidag B
(rDNA) (npoopopnuEVO)
(HBV)

BE/H/0009/001

1963201

GLAXOSMITHKLINE SINGLE
MEMBER A.E.B.E.

GR

ENGERIX 20
WIKpoypappapia/iml
Evéaipo evaimpnua os
npoyeuIoPEvn ouplyya
EpBOAIo HnaTimidag B
(rDNA) (NpoopopnuEVO)
(HBV)

BE/H/0009/001

1963201

GLAXOSMITHKLINE SINGLE
MEMBER A.E.B.E.

GR

ENGERIX 20
WiKpoypapuapia/iml
Evéaipo evaimpnua os
npoyeuIoPevn ouplyya
EpBoAIo HnaTimidag B
(rDNA) (NpoopopnuEVO)
(HBV)

BE/H/0009/001

1963201

GLAXOSMITHKLINE SINGLE
MEMBER A.E.B.E.

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

authorisation country) | Authorisation member state product is authorised
number
ENGERIX 20 BE/H/0009/001 1963201 GLAXOSMITHKLINE SINGLE GR
HIKpoypappapia/iml MEMBER A.E.B.E.

Evéoino evaiwpnua o€
NPOYEUIOUEVN oUpPIYYa
EuBOAIo HnaTiTidag B
(rDNA) (npoopo@nuEVOo)

(HBV)
ENGERIX 20 BE/H/0009/001 1963201 GLAXOSMITHKLINE SINGLE GR
WIKpoypappapia/iml MEMBER A.E.B.E.

Evéoipo evaiwpnua.
EpBoAIo HnaTimidag B
(rDNA) (npoopo@nuévo)

(HBV)
ENGERIX 20 BE/H/0009/001 1963201 GLAXOSMITHKLINE SINGLE GR
Uikpoypappapia/iml MEMBER A.E.B.E.

Evéaipo evaimpnua.
EpBOAIo HnaTimidag B
(rDNA) (npoopopnuEVO)

(HBV)
ENGERIX 20 BE/H/0009/001 1963201 GLAXOSMITHKLINE SINGLE GR
WIKpoypappapia/iml MEMBER A.E.B.E.

Evéaipo evaimpnua.
EuBOAIo HnaTiTidag B
(rDNA) (Nnpoopo@nuEVO)

(HBV)
ENGERIX Naidiatpiko 10 BE/H/0009/002 1963202 GLAXOSMITHKLINE SINGLE GR
HIkpoypappdpia/0,5ml MNa MEMBER A.E.B.E.

TO IaAidio: Evéaipo
evaiwpnua MNa tTnv
npoyeuioyevn ouplyya:
Evéaipo evaimpnua os
npoyeuioPevn ouplyya.
EnBoAIo HnaTimidag B
(rDNA) (Npoopo@nuEVO)
(HBV)
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Product Name (in MRP/DCP
authorisation country) | Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ENGERIX NaidiaTpiko 10 BE/H/0009/002
HIkpoypappdpia/0,5ml MNa
To (IaAidio: Evéaipo
evaiwpnua MNa Tnv
npoyeuioPevn ouplyya:
Evéaipo evaimpnua os
npoyeIoUEVn oUplyya.
EuBOAIo HnaTiTidag B
(rDNA) (Nnpoopo@nuEVO)
(HBV)

1963202

GLAXOSMITHKLINE SINGLE
MEMBER A.E.B.E.

GR

ENGERIX Naidiatpiko 10 BE/H/0009/002
HIkpoypappdpia/0,5ml MNa
TO IaAidio: Evéaipo
evaiwpnua MNa tTnv
npoyeuioPevn ouplyya:
Evéaipo evaimpnua os
npoyeuIoPevn ouplyya.
EnBoAIo HnaTimidag B
(rDNA) (Npoopo@nuEVO)
(HBV)

1963202

GLAXOSMITHKLINE SINGLE
MEMBER A.E.B.E.

GR

ENGERIX Naidiatpiko 10 BE/H/0009/002
Jikpoypappapia/0,5ml MNa
To (IaAidio: Evéoipo
evaiopnua MNna tnv
npoyeuIoPevn ouplyya:
Evéaipo evaimpnua os
npoyeuIoPevn ouplyya.
EnBoAIo HnaTimidag B
(rDNA) (NpoopopnuEVO)
(HBV)

1963202

GLAXOSMITHKLINE SINGLE
MEMBER A.E.B.E.

GR
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MRP/DCP
Authorisation
number

Product Name (in
authorisation country)

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ENGERIX NaidiaTpiko 10
HIkpoypappdpia/0,5ml MNa
To (IaAidio: Evéaipo
evaiwpnua MNa Tnv
npoyeuioPevn ouplyya:
Evéaipo evaimpnua os
npoyeIoUEVn oUplyya.
EuBOAIo HnaTiTidag B
(rDNA) (Nnpoopo@nuEVO)
(HBV)

BE/H/0009/002

1963202

GLAXOSMITHKLINE SINGLE
MEMBER A.E.B.E.

GR

ENGERIX Naidiatpiko 10
HIkpoypappdpia/0,5ml MNa
TO IaAidio: Evéaipo
evaiwpnua MNa tTnv
npoyeuioPevn ouplyya:
Evéaipo evaimpnua os
npoyeuIoPevn ouplyya.
EnBoAIo HnaTimidag B
(rDNA) (Npoopo@nuEVO)
(HBV)

BE/H/0009/002

1963202

GLAXOSMITHKLINE SINGLE
MEMBER A.E.B.E.

GR

ENGERIX Naidiatpiko 10 BE/H/0009/002
Jikpoypapuapia/0,5ml
Evéaipo evaimpnua os
npoyeuIoPEVn oUplyya.
EuBOAIo HnaTiTidag B
(rDNA) (npoopo@nuévo)
(HBV)

1963202

GLAXOSMITHKLINE SINGLE
MEMBER A.E.B.E.

GR

ENGERIX 20
WIKpoypapuapia/imil
Evéoino evaimpnua.
EpBOAIo HnaTimdag B
(rDNA) (NpoopopnuEVO)
(HBV)

BE/H/0009/001

1963201

GLAXOSMITHKLINE SINGLE
MEMBER A.E.B.E.

GR
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Product Name (in MRP/DCP
authorisation country) | Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ENGERIX Naidiatpiko 10 BE/H/0009/002
HIkpoypappdpia/0,5ml
Evéoipo evaiopnua
EpBoAIo HnaTimidag B
(rDNA) (NnpoopopnuEVO)
(HBV)

1963202

GLAXOSMITHKLINE SINGLE
MEMBER A.E.B.E.

GR

Engerix B za odrasle 20 not available
mikrograma/1 ml
suspenzija za injekciju u
napunjenoj strcaljki,
cjepivo protiv hepatitisa B
(rDNK), adsorbirano
(HBV)

HR-H-891298860

GLAXOSMITHKLINE
BIOLOGICALS S.A.

HR

Engerix B za djecu 10 not available
mikrograma/0,5 ml
suspenzija za injekciju u
napunjenoj Strcaljki,
cjepivo protiv hepatitisa B
(rDNK), adsorbirano
(HBV)

HR-H-287121380

GLAXOSMITHKLINE
BIOLOGICALS S.A.

HR

Engerix-B szuszpenzids not available
injekcio eloretoltott
fecskendoben
gyermekeknek Hepatitisz
B (rekombinans DNS)
\vakcina (adszorbealt)
(HBV)

OGYI-T-8260/01

GLAXOSMITHKLINE
BIOLOGICALS S.A.

HU

Engerix-B szuszpenzids not available
injekcio felnotteknek
Hepatitisz B (rekombinans
DNS) vakcina
(adszorbealt) (HBV)

OGYI-T-8261/03

GLAXOSMITHKLINE
BIOLOGICALS S.A.

HU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Engerix-B szuszpenzids
injekcid eloretoltott
fecskendoben
felnotteknek Hepatitisz B
(rekombindns DNS)
\vakcina (adszorbealt)
(HBV)

not available

OGYI-T-8262/01

GLAXOSMITHKLINE
BIOLOGICALS S.A.

HU

Engerix-B szuszpenzids
injekcio felnotteknek
Hepatitisz B (rekombinans
DNS) vakcina
(adszorbealt) (HBV)

not available

OGYI-T-8261/01

GLAXOSMITHKLINE
BIOLOGICALS S.A.

HU

Engerix-B szuszpenzids
injekcio eloretoltott
fecskendoben
gyermekeknek Hepatitisz
B (rekombinéns DNS)
vakcina (adszorbealt)
(HBV)

not available

OGYI-T-8260/01

GLAXOSMITHKLINE
BIOLOGICALS S.A.

HU

ENGERIX B 20
micrograms/1 ml
Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed) (HBV)

BE/H/0009/001

PA 1077/023/002

GLAXOSMITHKLINE
(IRELAND) LIMITED

1E

ENGERIX B 20
micrograms/1 ml
Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed) (HBV)

BE/H/0009/001

PA 1077/023/002

GLAXOSMITHKLINE
(IRELAND) LIMITED

1E
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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

ENGERIX B 20
micrograms/1 ml
Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed) (HBV)

BE/H/0009/001

PA 1077/023/002

GLAXOSMITHKLINE
(IRELAND) LIMITED

1E

ENGERIX B 10
micrograms/0.5 ml
Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed) (HBV)

BE/H/0009/002

PA 1077/023/001

GLAXOSMITHKLINE
(IRELAND) LIMITED

1E

ENGERIX B 10
micrograms/0.5 ml
Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed) (HBV)

BE/H/0009/002

PA 1077/023/001

GLAXOSMITHKLINE
(IRELAND) LIMITED

1E

ENGERIX B 10
micrograms/0.5 ml
Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed) (HBV)

BE/H/0009/002

PA 1077/023/001

GLAXOSMITHKLINE
(IRELAND) LIMITED

1E

ENGERIX B 20
micrograms/1 ml
Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed) (HBV)

BE/H/0009/001

PA 1077/023/002

GLAXOSMITHKLINE
(IRELAND) LIMITED

1E
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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

ENGERIX B 10
micrograms/0.5 ml
Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed) (HBV)

BE/H/0009/002

PA 1077/023/001

GLAXOSMITHKLINE
(IRELAND) LIMITED

1E

ENGERIX-B 10
mikrogromm/0,5 mi
Stungulyf, dreifa Béluefni
gegn lifrarbolgu B (rDNA)
(adsogad) (HBV)

BE/H/0009/002

870250 (IS)

GLAXOSMITHKLINE PHARMA
A/S

IS

ENGERIX-B 10
mikrogromm/0,5 mi
Stungulyf, dreifa Béluefni
gegn lifrarbolgu B (rDNA)
(adsogad) (HBV)

BE/H/0009/002

870250 (IS)

GLAXOSMITHKLINE PHARMA
A/S

IS

ENGERIX B 10
mikrogromm/0,5 mi
Stungulyf, dreifa i afylltri
sprautu Béluefni gegn
lifrarbdlgu B (rDNA)
(adsogad) (HBV)

BE/H/0009/002

870250 (IS)

GLAXOSMITHKLINE PHARMA
A/S

IS

ENGERIX-B 20
mikrogrémm/1 ml
Stungulyf, dreifa i afylltri
sprautu Béluefni gegn
lifrarbdlgu B (rDNA)
(adsogad) (HBV)

BE/H/0009/001

870250 (IS)

GLAXOSMITHKLINE PHARMA
A/S

IS

ENGERIX-B 20
mikrogromm/1 mi
Stungulyf, dreifa Béluefni
gegn lifrarbdlgu B (rDNA)
(adsogad) (HBV)

BE/H/0009/001

870250 (IS)

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

ENGERIX-B 20
mikrogrémm/1 ml
Stungulyf, dreifa Béluefni
gegn lifrarbdlgu B (rDNA)
(adsogad) (HBV)

BE/H/0009/001

870250 (IS)

GLAXOSMITHKLINE PHARMA
A/S

IS

ENGERIX-B 20
mikrogrémm/1 ml
Stungulyf, dreifa Béluefni
gegn lifrarbdlgu B (rDNA)
(adsogad) (HBV)

BE/H/0009/001

870250 (IS)

GLAXOSMITHKLINE PHARMA
A/S

IS

ENGERIX-B 10
mikrégromm/0,5 ml
Stungulyf, dreifa Béluefni
gegn lifrarbdlgu B (rDNA)
(adsogad) (HBV)

BE/H/0009/002

870250 (IS)

GLAXOSMITHKLINE PHARMA
A/S

IS

ENGERIX-B 20
mikrogrémm/1 ml
Stungulyf, dreifa Béluefni
gegn lifrarbdlgu B (rDNA)
(adsogad) (HBV)

BE/H/0009/001

870250 (IS)

GLAXOSMITHKLINE PHARMA
A/S

IS

ENGERIX-B 20
mikrogrémm/1 ml
Stungulyf, dreifa i afylltri
sprautu Béluefni gegn
lifrarbolgu B (rDNA)
(adsogad) (HBV)

BE/H/0009/001

870250 (IS)

GLAXOSMITHKLINE PHARMA
A/S

IS

ENGERIX B 10
mikrogromm/0,5 mi
Stungulyf, dreifa i afylltri
sprautu Béluefni gegn
lifrarbdlgu B (rDNA)
(adsogad) (HBV)

BE/H/0009/002

870250 (IS)

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

ENGERIX B 20
microgrammi/1 ml
Sospensione iniettabile
Vaccino (rDNA)
dell’epatite B, (adsorbito)
(HBV)

BE/H/0009/001

026653028

GLAXOSMITHKLINE
BIOLOGICALS S.A.

1T

ENGERIX B 10
microgrammi/0,5 ml
Sospensione iniettabile
Vaccino (rDNA)
dell’epatite B, (adsorbito)
(HBV)

BE/H/0009/002

026653055

GLAXOSMITHKLINE
BIOLOGICALS S.A.

1T

ENGERIX B 10
microgrammi/0,5 ml
Sospensione iniettabile in
siringa pre-riempita
Vaccino (rDNA)
dell’epatite B, (adsorbito)
(HBV)

BE/H/0009/002

026653093

GLAXOSMITHKLINE
BIOLOGICALS S.A.

1T

ENGERIX B 10
microgrammi/0,5 ml
Sospensione iniettabile in
siringa pre-riempita
Vaccino (rDNA)
dell’epatite B, (adsorbito)
(HBV)

BE/H/0009/002

026653105

GLAXOSMITHKLINE
BIOLOGICALS S.A.

IT

ENGERIX B 20
microgrammi/1 ml
Sospensione iniettabile in
siringa pre-riempita
Vaccino (rDNA)
dell’epatite B, (adsorbito)
(HBV)

BE/H/0009/001

026653042

GLAXOSMITHKLINE
BIOLOGICALS S.A.

1T
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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

ENGERIX B 20
microgrammi/1 ml
Sospensione iniettabile in
siringa pre-riempita
Vaccino (rDNA)
dell’epatite B, (adsorbito)
(HBV)

BE/H/0009/001

026653079

GLAXOSMITHKLINE
BIOLOGICALS S.A.

1T

ENGERIX B 20
microgrammi/1 ml
Sospensione iniettabile in
siringa pre-riempita
Vaccino (rDNA)
dell’epatite B, (adsorbito)
(HBV)

BE/H/0009/001

026653081

GLAXOSMITHKLINE
BIOLOGICALS S.A.

1T

ENGERIX B 20
microgrammi/1 ml
Sospensione iniettabile in
siringa pre-riempita
Vaccino (rDNA)
dell’epatite B, (adsorbito)
(HBV)

BE/H/0009/001

026653016

GLAXOSMITHKLINE
BIOLOGICALS S.A.

IT

ENGERIX B 20
microgrammi/1 ml
Sospensione iniettabile in
siringa pre-riempita
Vaccino (rDNA)
dell’epatite B, (adsorbito)
(HBV)

BE/H/0009/001

026653030

GLAXOSMITHKLINE
BIOLOGICALS S.A.

1T

ENGERIX B 10
microgrammi/0,5 ml
Sospensione iniettabile in
siringa pre-riempita
Vaccino (rDNA)
dell’epatite B, (adsorbito)
(HBV)

BE/H/0009/002

026653117

GLAXOSMITHKLINE
BIOLOGICALS S.A.

1T
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Product Name (in MRP/DCP
authorisation country) | Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ENGERIX B 10
microgrammi/0,5 ml
Sospensione iniettabile in
siringa pre-riempita
Vaccino (rDNA)
dell’epatite B, (adsorbito)
(HBV)

BE/H/0009/002

026653131

GLAXOSMITHKLINE
BIOLOGICALS S.A.

1T

ENGERIX B 10
microgrammi/0,5 ml
Sospensione iniettabile in
siringa pre-riempita
Vaccino (rDNA)
dell’epatite B, (adsorbito)
(HBV)

BE/H/0009/002

026653129

GLAXOSMITHKLINE
BIOLOGICALS S.A.

1T

Engerix-B 20 not available
mikrogramy/ml injekciné
suspensija Vakcina nuo

hepatito B (rDNR)

LT/1/96/2154/006

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LT

Engerix-B 20
mikrogramy/ml injekciné
suspensija uzpildytame
Svirkste Vakcina nuo
hepatito B (rDNR)

not available

LT/1/96/2154/007

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LT

Engerix-B 10 not available
mikrogramy/0,5 ml
injekciné suspensija
Vakcina nuo hepatito B
(rDNR)

LT/1/96/2154/002

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LT

Engerix-B 10 not available
mikrogramy/0,5 ml
injekciné suspensija
Vakcina nuo hepatito B
(rDNR)

LT/1/96/2154/003

GLAXOSMITHKLINE
BIOLOGICALS S.A.

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

authorisation country) | Authorisation member state product is authorised
number

Engerix-B 10 not available LT/1/96/2154/004 GLAXOSMITHKLINE LT

mikrogramu/0,5 ml BIOLOGICALS S.A.

injekciné suspensija
uzpildytame Svirkste
Vakcina nuo hepatito B

(rDNR)
Engerix-B 20 not available LT/1/96/2154/005 GLAXOSMITHKLINE LT
mikrogramy/ml injekciné BIOLOGICALS S.A.

suspensija Vakcina nuo
hepatito B (rDNR)

Engerix-B 10 not available LT/1/96/2154/001 GLAXOSMITHKLINE LT
mikrogramu/0,5 ml BIOLOGICALS S.A.
injekciné suspensija

Vakcina nuo hepatito B

(rDNR)
ENGERIX B 20 BE/H/0009/001 2005058744 GLAXOSMITHKLINE LU
microgrammes/1 ml BIOLOGICALS S.A.

Suspension injectable
Vaccin Hépatite B (rADN)
(adsorbé) (VHB)

ENGERIX B 20 BE/H/0009/001 2005058744 GLAXOSMITHKLINE LU
microgrammes/1 ml Pour BIOLOGICALS S.A.
le flacon : Suspension
injectable Pour la seringue
préremplie : Suspension
injectable en seringue
pré-remplie Vaccin
Hépatite B (rADN)
(adsorbé) (VHB)
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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

ENGERIX B 20
microgrammes/1 ml Pour
le flacon : Suspension
injectable Pour la seringue
préremplie : Suspension
injectable en seringue
pré-remplie Vaccin
Hépatite B (rADN)
(adsorbé) (VHB)

BE/H/0009/001

2005058744

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU

ENGERIX B 20
microgrammes/1 ml Pour
le flacon : Suspension
injectable Pour la seringue
préremplie : Suspension
injectable en seringue
pré-remplie Vaccin
Hépatite B (rADN)
(adsorbé) (VHB)

BE/H/0009/001

2005058744

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU

ENGERIX B 20
microgrammes/1 ml Pour
le flacon : Suspension
injectable Pour la seringue
préremplie : Suspension
injectable en seringue
pré-remplie Vaccin
Hépatite B (rADN)
(adsorbé) (VHB)

BE/H/0009/001

2005058744

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU
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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

ENGERIX B 20
microgrammes/1 ml Pour
le flacon : Suspension
injectable Pour la seringue
préremplie : Suspension
injectable en seringue
pré-remplie Vaccin
Hépatite B (rADN)
(adsorbé) (VHB)

BE/H/0009/001

2005058744

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU

ENGERIX B 20
microgrammes/1 ml Pour
le flacon : Suspension
injectable Pour la seringue
préremplie : Suspension
injectable en seringue
pré-remplie Vaccin
Hépatite B (rADN)
(adsorbé) (VHB)

BE/H/0009/001

2005058744

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU

Engerix B 20
Mikrogramm/1 ml,
Injektionssuspension
Hepatitis B (rDNA)
Impfstoff (adsorbiert)
(HBV)

BE/H/0009/001

2005058744

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU

Engerix B 20
Mikrogramm/1 ml,
Injektionssuspension
Hepatitis B (rDNA)
Impfstoff (adsorbiert)
(HBV)

BE/H/0009/001

2005058744

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU
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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

Engerix B 20
Mikrogramm/1 ml,
Injektionssuspension
Hepatitis B (rDNA)
Impfstoff (adsorbiert)
(HBV)

BE/H/0009/001

2005058744

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU

Engerix B 20
Mikrogramm/1 ml,
Injektionssuspension
Hepatitis B (rDNA)
Impfstoff (adsorbiert)
(HBV)

BE/H/0009/001

2005058744

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU

Engerix B 20
Mikrogramm/1 ml,
Injektionssuspension
Hepatitis B (rDNA)
Impfstoff (adsorbiert)
(HBV)

BE/H/0009/001

2005058744

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU

Engerix B 20
Mikrogramm/1 ml,
Injektionssuspension
Hepatitis B (rDNA)
Impfstoff (adsorbiert)
(HBV)

BE/H/0009/001

2005058744

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU

Engerix B 20
Mikrogramm/1 ml,
Injektionssuspension
Hepatitis B (rDNA)
Impfstoff (adsorbiert)
(HBV)

BE/H/0009/001

2005058744

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU
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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

ENGERIX B 20
microgrammes/1 ml Pour
le flacon : Suspension
injectable Pour la seringue
préremplie : Suspension
injectable en seringue
pré-remplie Vaccin
Hépatite B (rADN)
(adsorbé) (VHB)

BE/H/0009/001

2005058744

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU

ENGERIX B Junior 10
microgrammes/0,5 ml
Pour le flacon :Suspension
injectable Pour la seringue
préremplie :Suspension
injectable en seringue
préremplie Vaccin de
I’hépatite B (rADN),
(adsorbé) (VHB)

BE/H/0009/002

2005058745

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU

Engerix B 20
Mikrogramm/1 ml,
Injektionssuspension
Hepatitis B (rDNA)
Impfstoff (adsorbiert)
(HBV)

BE/H/0009/001

2005058744

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU

ENGERIX B Junior 10
microgrammes/0,5 ml
Pour le flacon :Suspension
injectable Pour la seringue
préremplie :Suspension
injectable en seringue
préremplieVaccin de
I’hépatite B (rADN),
(adsorbé) (VHB)

BE/H/0009/002

2005058745

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LU
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Product Name (in MRP/DCP
authorisation country) | Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Engerix B 20
mikrogrami/ml suspensija
injekcijam Vakcina pret B
hepatitu (rDNS)
(adsorbeta) Vaccinum
hepatitidis B (ADNr)

not available

02-0217

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LV

Engerix B 20 not available
mikrogrami/ml suspensija
injekcijam Vakcina pret B
hepatitu (rDNS)
(adsorbeta) Vaccinum

hepatitidis B (ADNr)

02-0217

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LV

Engerix B 10 not available
mikrogrami/0,5 mi
suspensija injekcijam
Vakcina pret B hepatitu
(rDNS) (adsorbeta)
Vaccinum hepatitidis B

(ADNF)

02-0216

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LV

Engerix B 10
mikrogrami/0,5 mi
suspensija injekcijam
Vakcina pret B hepatitu
(rDNS) (adsorbeta)
Vaccinum hepatitidis B
(ADNr)

not available

02-0216

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LV

Engerix B 10 not available
mikrogrami/0,5 mi
suspensija injekcijam
pilnslirce

Vakcina pret B hepatitu
(rDNS) (adsorbeta)
Vaccinum hepatitidis B

(ADNF)

97-0007

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LV
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Product Name (in MRP/DCP
authorisation country) | Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Engerix B 10 not available
mikrogrami/0,5 ml
suspensija injekcijam
pilnslirce

Vakcina pret B hepatitu
(rDNS) (adsorbeta)
Vaccinum hepatitidis B

(ADNF)

97-0007

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LV

Engerix B 20
mikrogrami/ml suspensija
injekcijam pilnslirce
Vakcina pret B hepatitu
(rDNS) (adsorbeta)
Vaccinum hepatitidis B
(ADNr)

not available

02-0249

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LV

Engerix B 20
mikrogrami/ml suspensija
injekcijam pilnSlirce
Vakcina pret B hepatitu
(rDNS) (adsorbeta)
Vaccinum hepatitidis B
(ADNr)

not available

02-0249

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LV

Engerix B 10 not available
mikrogrami/0,5 ml
suspensija injekcijam
Vakcina pret B hepatitu
(rDNS) (adsorbeta)
Vaccinum hepatitidis B

(ADNF)

02-0216

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LV
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Product Name (in MRP/DCP
authorisation country) | Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Engerix B 10 not available
mikrogrami/0,5 ml
suspensija injekcijam
pilnslirce Vakcina pret B
hepatitu (rDNS)
(adsorbeta) Vaccinum
hepatitidis B (ADNr)

97-0007

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LV

Engerix B 20
mikrogrami/ml suspensija
injekcijam Vakcina pret B
hepatitu (rDNS)
(adsorbeta) Vaccinum
hepatitidis B (ADNr)

not available

02-0217

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LV

Engerix B 20
mikrogrami/ml suspensija
injekcijam pilnslirce
Vakcina pret B hepatitu
(rDNS) (adsorbeta)
Vaccinum hepatitidis B
(ADNr)

not available

02-0249

GLAXOSMITHKLINE
BIOLOGICALS S.A.

LV

ENGERIX B 10
micrograms/0.5 ml
Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed) (HBV)

not available

MA192/02101

GLAXOSMITHKLINE
(IRELAND) LIMITED

MT

ENGERIX B 10
micrograms/0.5 ml
Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed) (HBV)

not available

MA192/02101

GLAXOSMITHKLINE
(IRELAND) LIMITED

MT
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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

ENGERIX B 10
micrograms/0.5 ml
Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed) (HBV)

not available

MA192/02101

GLAXOSMITHKLINE
(IRELAND) LIMITED

MT

ENGERIX B 20
micrograms/1 ml
Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed) (HBV)

not available

MA192/02102

GLAXOSMITHKLINE
(IRELAND) LIMITED

MT

ENGERIX B 20
micrograms/1 ml
Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed) (HBV)

not available

MA192/02102

GLAXOSMITHKLINE
(IRELAND) LIMITED

MT

ENGERIX B 20
micrograms/1 ml
Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed) (HBV)

not available

MA192/02102

GLAXOSMITHKLINE
(IRELAND) LIMITED

MT

ENGERIX B 20
micrograms/1 ml
Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed) (HBV)

not available

MA192/02102

GLAXOSMITHKLINE
(IRELAND) LIMITED

MT
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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

ENGERIX B 20
micrograms/1 ml
Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed) (HBV)

not available

MA192/02102

GLAXOSMITHKLINE
(IRELAND) LIMITED

MT

ENGERIX B 10
micrograms/0.5
mISuspension for injection
in pre-filled
syringeHepatitis B (rDNA)
\vaccine (adsorbed) (HBV)

not available

MA192/02101

GLAXOSMITHKLINE
(IRELAND) LIMITED

MT

ENGERIX B 10
micrograms/0.5 ml
Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed) (HBV)

not available

MA192/02101

GLAXOSMITHKLINE
(IRELAND) LIMITED

MT

ENGERIX B 20
micrograms/1 ml
Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed) (HBV)

not available

MA192/02102

GLAXOSMITHKLINE
(IRELAND) LIMITED

MT

ENGERIX B 20
micrograms/1 ml
Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed) (HBV)

not available

MA192/02102

GLAXOSMITHKLINE
(IRELAND) LIMITED

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

authorisation country) | Authorisation member state product is authorised
number

ENGERIX B 20 not available MA192/02102 GLAXOSMITHKLINE MT

micrograms/1 ml (IRELAND) LIMITED

Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed) (HBV)

ENGERIX B 20 not available MA192/02102 GLAXOSMITHKLINE MT
micrograms/1 ml (IRELAND) LIMITED
Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed) (HBV)

ENGERIX B 10 not available MA192/02101 GLAXOSMITHKLINE MT
micrograms/0.5 ml (IRELAND) LIMITED
Suspension for injection in
pre-filled syringe Hepatitis
B (rDNA) vaccine
(adsorbed) (HBV)

Engerix-B 20 microgram/1 | BE/H/0009/001 RVG 17316 GLAXOSMITHKLINE B.V. NL
ml, suspensie voor injectie
Hepatitis B-(rDNA-)vaccin
(geadsorbeerd)(HBV)

Engerix-B 20 microgram/1 | BE/H/0009/001 RVG 17316 GLAXOSMITHKLINE B.V. NL
ml, suspensie voor injectie
Hepatitis B-(rDNA-)vaccin
(geadsorbeerd)(HBV)

Engerix-B 20 microgram/1 | BE/H/0009/001 RVG 17316 GLAXOSMITHKLINE B.V. NL
ml, suspensie voor injectie
Hepatitis B-(rDNA-)vaccin
(geadsorbeerd)(HBV)

Engerix-B 20 microgram/1 | BE/H/0009/001 RVG 17316 GLAXOSMITHKLINE B.V. NL
ml, suspensie voor
injectie|Hepatitis B-
(rDNA-)vaccin
(geadsorbeerd)(HBV)
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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

Hepatitis B-(rDNA-)vaccin
(geadsorbeerd)(HBV)

Engerix-B 20 microgram/1
ml, suspensie voor injectie

BE/H/0009/001

RVG 17316

GLAXOSMITHKLINE B.V.

NL

Hepatitis B-(rDNA-)vaccin
(geadsorbeerd)(HBV)

Engerix-B 20 microgram/1
ml, suspensie voor injectie

BE/H/0009/001

RVG 17316

GLAXOSMITHKLINE B.V.

NL

Engerix-B Junior 10
microgram /0,5 ml
suspensie voor injectie in
\voorgevulde spuit
Hepatitis B-(rDNA)vaccin
(geadsorbeerd)(HBV)

BE/H/0009/002

RVG 24290

GLAXOSMITHKLINE B.V.

Engerix-B Junior 10
microgram /0,5 ml
suspensie voor injectie in
\voorgevulde spuit
Hepatitis B-(rDNA)vaccin
(geadsorbeerd)(HBV)

BE/H/0009/002

RVG 24290

GLAXOSMITHKLINE B.V.

NL

Engerix-B Junior 10
microgram /0,5 ml
suspensie voor injectie in
voorgevulde spuit
Hepatitis B-(rDNA)vaccin
(geadsorbeerd)(HBV)

BE/H/0009/002

RVG 24290

GLAXOSMITHKLINE B.V.

NL

Engerix-B Junior 10
microgram /0,5 ml Voor
injectieflacon: suspensie
\voor injectie Hepatitis B-
(rDNA)vaccin
(geadsorbeerd)(HBV)

BE/H/0009/002

RVG 24290

GLAXOSMITHKLINE B.V.

NL
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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

Engerix-B Junior 10
microgram /0,5 ml Voor
injectieflacon: suspensie
\voor injectie Hepatitis B-
(rDNA)vaccin
(geadsorbeerd)(HBV)

BE/H/0009/002

RVG 24290

GLAXOSMITHKLINE B.V.

NL

Engerix-B 20 microgram/1
ml, suspensie voor
injectie|Hepatitis B-
(rDNA-)vaccin
(geadsorbeerd)(HBV)

BE/H/0009/001

RVG 17316

GLAXOSMITHKLINE B.V.

NL

Engerix-B Junior 10
microgram /0,5 ml Voor
injectieflacon: suspensie
\voor injectie Hepatitis B-
(rDNA)vaccin
(geadsorbeerd)(HBV)

BE/H/0009/002

RVG 24290

GLAXOSMITHKLINE B.V.

NL

Engerix-B Junior 10
microgram /0,5 ml
suspensie voor injectie in
\voorgevulde spuit
Hepatitis B-(rDNA)vaccin
(geadsorbeerd)(HBV)

BE/H/0009/002

RVG 24290

GLAXOSMITHKLINE B.V.

NL

Engerix-B 20 microgram/1
ml, suspensie voor
injectie|Hepatitis B-
(rDNA-)vaccin
(geadsorbeerd)(HBV)

BE/H/0009/001

RVG 17316

GLAXOSMITHKLINE B.V.

NL

ENGERIX-B 20
mikrogram/1 ml
Injeksjonsveeske,
suspensjon.Vaksine mot
hepatitt B (rDNA)
(adsorbert) (HBV)

BE/H/0009/001

7548

GLAXOSMITHKLINE AS

NO

List of nationally authorised medicinal products

Error! Unknown document property name.

Page 50/80




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

ENGERIX-B 20
mikrogram/1 ml
Injeksjonsvaeske,
suspensjon.Vaksine mot
hepatitt B (rDNA)
(adsorbert) (HBV)

BE/H/0009/001

7548

GLAXOSMITHKLINE AS

NO

ENGERIX-B 20
mikrogram/1 ml
Injeksjonsveeske,
suspensjon.Vaksine mot
hepatitt B (rDNA)
(adsorbert) (HBV)

BE/H/0009/001

7548

GLAXOSMITHKLINE AS

NO

ENGERIX-B 20
mikrogram/1 ml
Injeksjonsvaeske,
suspensjon.Vaksine mot
hepatitt B (rDNA)
(adsorbert) (HBV)

BE/H/0009/001

7548

GLAXOSMITHKLINE AS

NO

ENGERIX-B 10
mikrogram/0,5 ml
Injeksjonsveeske,
suspensjon i ferdigfylt
sprgyte Vaksine mot
hepatitt B (rDNA)
(adsorbert) (HBV)

BE/H/0009/002

01-4702

GLAXOSMITHKLINE AS

NO

ENGERIX-B 10
mikrogram/0,5 ml
Injeksjonsvaeske,
suspensjon i ferdigfylt
sprgyte Vaksine mot
hepatitt B (rDNA)
(adsorbert) (HBV)

BE/H/0009/002

01-4702

GLAXOSMITHKLINE AS

NO
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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

ENGERIX-B 10
mikrogram/0,5 ml
Injeksjonsvaeske,
suspensjon i ferdigfylt
sprgyte Vaksine mot
hepatitt B (rDNA)
(adsorbert) (HBV)

BE/H/0009/002

01-4702

GLAXOSMITHKLINE AS

NO

ENGERIX-B 10
mikrogram/0,5 ml
Injeksjonsvaeske,
suspensjon i ferdigfylt
sprgyte Vaksine mot
hepatitt B (rDNA)
(adsorbert) (HBV)

BE/H/0009/002

01-4702

GLAXOSMITHKLINE AS

NO

ENGERIX-B 20
mikrogram/1 ml
Injeksjonsvaeske,
suspensjon.Vaksine mot
hepatitt B (rDNA)
(adsorbert) (HBV)

BE/H/0009/001

7548

GLAXOSMITHKLINE AS

NO

ENGERIX-B 10
mikrogram/0,5 ml
Injeksjonsvaeske,
suspensjon i ferdigfylt
sprgyte Vaksine mot
hepatitt B (rDNA)
(adsorbert) (HBV)

BE/H/0009/002

01-4702

GLAXOSMITHKLINE AS

NO

EUVAX B, 10
mikrogramow, zawiesina
do wstrzykiwan

not available

8405

LG CHEM LIFE SCIENCES
POLAND SP. Z O.0.

PL
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

EUVAX B, 20
mikrogramow, zawiesina
do wstrzykiwan
Vaccinum hepatitidis B
(ADNrr)

Szczepionka przeciw
wirusowemu zapaleniu
watroby typu B (rDNA)
Szczepionka 1-dawkowa
dla dorostych

not available

8403

LG CHEM LIFE SCIENCES
POLAND SP. Z O.0.

PL

EUVAX B, 10
mikrogramow, zawiesina
do wstrzykiwan

not available

8405

LG CHEM LIFE SCIENCES
POLAND SP. Z O.0.

PL

EUVAX B, 20
mikrogramoéw, zawiesina
do wstrzykiwan
Vaccinum hepatitidis B
(ADNr)

Szczepionka przeciw
wirusowemu zapaleniu
watroby typu B (rDNA)
Szczepionka 1-dawkowa
dla dorostych

not available

8403

LG CHEM LIFE SCIENCES
POLAND SP. Z O.0O.

PL

EUVAX B, 10
mikrogramoéw, zawiesina
do wstrzykiwan

not available

8405

LG CHEM LIFE SCIENCES
POLAND SP. Z O.0O.

PL
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Product Name (in MRP/DCP
authorisation country) | Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

EUVAX B, 20
mikrogramow, zawiesina
do wstrzykiwan
Vaccinum hepatitidis B
(ADNr)

Szczepionka przeciw
wirusowemu zapaleniu
watroby typu B (rDNA)
Szczepionka 1-dawkowa
dla dorostych

not available

8403

LG CHEM LIFE SCIENCES
POLAND SP. Z O.0.

PL

EUVAX B, 10
mikrogramow, zawiesina
do wstrzykiwan

not available

8405

LG CHEM LIFE SCIENCES
POLAND SP. Z O.0.

PL

EUVAX B, 20
mikrogramoéw, zawiesina
do wstrzykiwan
Vaccinum hepatitidis B
(ADNr)

Szczepionka przeciw
wirusowemu zapaleniu
watroby typu B (rDNA)
Szczepionka 1-dawkowa
dla dorostych

not available

8403

LG CHEM LIFE SCIENCES
POLAND SP. Z O.0O.

PL

Engerix B, 20 not available
mikrogramoéw, zawiesina
do wstrzykiwan Vaccinum
hepatitidis B (ADNr)
Szczepionka przeciw
wirusowemu zapaleniu

watroby typu B (rDNA)

R/0565

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Engerix B, 20
mikrogramow, zawiesina
do wstrzykiwan Vaccinum
hepatitidis B (ADNr)
Szczepionka przeciw
wirusowemu zapaleniu
watroby typu B (rDNA)

not available

R/0565

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL

Engerix B, 20
mikrogramow, zawiesina
do wstrzykiwan Vaccinum
hepatitidis B (ADNr)
Szczepionka przeciw
wirusowemu zapaleniu
watroby typu B (rDNA)

not available

R/0565

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL

Engerix B, 20
mikrogramow, zawiesina
do wstrzykiwan Vaccinum
hepatitidis B (ADNr)
Szczepionka przeciw
wirusowemu zapaleniu
watroby typu B (rDNA)

not available

R/0565

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL

Engerix B, 20
mikrogramoéw, zawiesina
do wstrzykiwan Vaccinum
hepatitidis B (ADNr)
Szczepionka przeciw
wirusowemu zapaleniu
watroby typu B (rDNA)

not available

R/0565

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL
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Product Name (in MRP/DCP
authorisation country) | Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Engerix B, 20 not available
mikrogramow, zawiesina
do wstrzykiwan w
amputko-strzykawce
Vaccinum hepatitidis B
(ADNr)

Szczepionka przeciw
wirusowemu zapaleniu
watroby typu B (rDNA)

R/0565

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL

Engerix B, 20
mikrogramow, zawiesina
do wstrzykiwan w
amputko-strzykawce
Vaccinum hepatitidis B
(ADNr)

Szczepionka przeciw
wirusowemu zapaleniu
watroby typu B (rDNA)

not available

R/0565

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL

Engerix B, 10 not available
mikrogramoéw, zawiesina
do wstrzykiwan Vaccinum
hepatitidis B (ADNr)
Szczepionka przeciw
wirusowemu zapaleniu

watroby typu B (rDNA)

R/0564

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL

Engerix B, 10 not available
mikrogramoéw, zawiesina
do wstrzykiwan Vaccinum
hepatitidis B (ADNr)
Szczepionka przeciw
wirusowemu zapaleniu

watroby typu B (rDNA)

R/0564

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL
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Product Name (in MRP/DCP
authorisation country) | Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Engerix B, 10 not available
mikrogramow, zawiesina
do wstrzykiwan Vaccinum
hepatitidis B (ADNr)
Szczepionka przeciw
wirusowemu zapaleniu

watroby typu B (rDNA)

R/0564

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL

Engerix B, 10 not available
mikrogramow, zawiesina
do wstrzykiwan Vaccinum
hepatitidis B (ADNr)
Szczepionka przeciw
wirusowemu zapaleniu

watroby typu B (rDNA)

R/0564

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL

Engerix B, 10 not available
mikrogramow, zawiesina
do wstrzykiwan Vaccinum
hepatitidis B (ADNr)
Szczepionka przeciw
wirusowemu zapaleniu

watroby typu B (rDNA)

R/0564

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL

Engerix B, 10 not available
mikrogramoéw, zawiesina
do wstrzykiwan w
ampulko-strzykawce
Vaccinum hepatitidis B
(ADNr) Szczepionka
przeciw wirusowemu
zapaleniu watroby typu B
(rDNA)

R/0564

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL
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Product Name (in MRP/DCP
authorisation country) | Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Engerix B, 10 not available
mikrogramow, zawiesina
do wstrzykiwan w
ampulko-strzykawce
Vaccinum hepatitidis B
(ADNTF)

Szczepionka przeciw
wirusowemu zapaleniu
watroby typu B (rDNA)

R/0564

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL

Engerix B, 10 not available
mikrogramow, zawiesina
do wstrzykiwan Vaccinum
hepatitidis B (ADNr)
Szczepionka przeciw
wirusowemu zapaleniu

watroby typu B (rDNA)

R/0564

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL

Engerix B, 20 not available
mikrogramoéw, zawiesina
do wstrzykiwan Vaccinum
hepatitidis B (ADNr)
Szczepionka przeciw
wirusowemu zapaleniu

watroby typu B (rDNA)

R/0565

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL

Engerix B, 20 not available
mikrogramoéw, zawiesina
do wstrzykiwan
Vaccinum hepatitidis B
(ADNr)

Szczepionka przeciw
wirusowemu zapaleniu
watroby typu B (rDNA)

R/0565

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Engerix B, 10
mikrogramow, zawiesina
do wstrzykiwan w
ampulko-strzykawce
Vaccinum hepatitidis B
(ADNr) Szczepionka
przeciw wirusowemu
zapaleniu watroby typu B
(rDNA)

not available

R/0564

GLAXOSMITHKLINE
BIOLOGICALS S.A.

PL

EUVAX B, 10
mikrogramow, zawiesina
do wstrzykiwan

not available

8405

LG CHEM LIFE SCIENCES
POLAND SP. Z O.0.

PL

EUVAX B, 20
mikrogramow, zawiesina
do wstrzykiwan
Vaccinum hepatitidis B
(ADNr)

Szczepionka przeciw
wirusowemu zapaleniu
watroby typu B (rDNA)
Szczepionka 1-dawkowa
dla dorostych

not available

8403

LG CHEM LIFE SCIENCES
POLAND SP. Z O.0.

PL

EUVAX B, 10
mikrogramow, zawiesina
do wstrzykiwan

not available

8405

LG CHEM LIFE SCIENCES
POLAND SP. Z O.0.

PL

EUVAX B, 20
mikrogramow, zawiesina
do wstrzykiwan
Vaccinum hepatitidis B
(ADNr)

Szczepionka przeciw
wirusowemu zapaleniu
watroby typu B (rDNA)
Szczepionka 1-dawkowa
dla dorostych

not available

8403

LG CHEM LIFE SCIENCES
POLAND SP. Z O.0.

PL
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microgramas/0,5 ml
suspensdo injetavel em
seringa pré-cheia Vacina
contra a hepatite B
(ADNr) (adsorvida) (VHB)

PORTUGUESA-PRODUTOS
FARMACEUTICOS LDA

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number
EUVAX B, 10 not available 8405 LG CHEM LIFE SCIENCES PL
mikrogramow, zawiesina POLAND SP. Z O.0.
do wstrzykiwan
EUVAX B, 20 not available 8403 LG CHEM LIFE SCIENCES PL
mikrogramow, zawiesina POLAND SP. Z O.0.
do wstrzykiwan
Vaccinum hepatitidis B
(ADNr)
Szczepionka przeciw
wirusowemu zapaleniu
watroby typu B (rDNA)
Szczepionka 1-dawkowa
dla dorostych
ENGERIX B 20 BE/H/0009/001 2294189 SMITH KLINE & FRENCH PT
microgramas/1 ml PORTUGUESA-PRODUTOS
Suspensdo injetavel em FARMACEUTICOS LDA
seringa pré-cheia Vacina
contra a hepatite B
(ADNr) (adsorvida) (VHB)
ENGERIX B 20 BE/H/0009/001 8671909 SMITH KLINE & FRENCH PT
microgramas/1 ml PORTUGUESA-PRODUTOS
Suspensdo injetavel em FARMACEUTICOS LDA
seringa pré-cheia Vacina
contra a hepatite B
(ADNr) (adsorvida) (VHB)
ENGERIX B 10 BE/H/0009/002 2294080 SMITH KLINE & FRENCH PT
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microgramas/0,5 mi
Suspensdo injetavel
Vacina contra a hepatite B
(ADNr) (adsorvida) (VHB)

PORTUGUESA-PRODUTOS
FARMACEUTICOS LDA

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number
ENGERIX B 10 BE/H/0009/002 8671933 SMITH KLINE & FRENCH PT
microgramas/0,5 ml PORTUGUESA-PRODUTOS
suspensdo injetavel em FARMACEUTICOS LDA
seringa pré-cheia Vacina
contra a hepatite B
(ADNr) (adsorvida) (VHB)
ENGERIX B 10 BE/H/0009/002 8671941 SMITH KLINE & FRENCH PT
microgramas/0,5 ml PORTUGUESA-PRODUTOS
suspensdo injetavel em FARMACEUTICOS LDA
seringa pré-cheia Vacina
contra a hepatite B
(ADNTr) (adsorvida) (VHB)
ENGERIX B 10 BE/H/0009/002 3737889 SMITH KLINE & FRENCH PT
microgramas/0,5 mi PORTUGUESA-PRODUTOS
Suspensdo injetavel FARMACEUTICOS LDA
Vacina contra a hepatite B
(ADNTr) (adsorvida) (VHB)
ENGERIX B 10 BE/H/0009/002 4779583 SMITH KLINE & FRENCH PT
microgramas/0,5 mi PORTUGUESA-PRODUTOS
Suspensdo injetavel FARMACEUTICOS LDA
Vacina contra a hepatite B
(ADNTr) (adsorvida) (VHB)
ENGERIX B 20 BE/H/0009/001 2294189 SMITH KLINE & FRENCH PT
microgramas/1 ml PORTUGUESA-PRODUTOS
Suspensdo injetavel em FARMACEUTICOS LDA
seringa pré-cheia Vacina
contra a hepatite B
(ADNr) (adsorvida) (VHB)
ENGERIX B 10 BE/H/0009/002 3738184 SMITH KLINE & FRENCH PT
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microgramas/1 ml
Suspensdo injetavel
Vacina contra a hepatite B
(ADNr) (adsorvida) (VHB)

PORTUGUESA-PRODUTOS
FARMACEUTICOS LDA

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number
ENGERIX B 20 BE/H/0009/001 8671925 SMITH KLINE & FRENCH PT
microgramas/1 ml PORTUGUESA-PRODUTOS
Suspensdo injetavel em FARMACEUTICOS LDA
seringa pré-cheia Vacina
contra a hepatite B
(ADNr) (adsorvida) (VHB)
ENGERIX B 10 BE/H/0009/002 3738382 SMITH KLINE & FRENCH PT
microgramas/0,5 ml PORTUGUESA-PRODUTOS
suspensdo injetavel em FARMACEUTICOS LDA
seringa pré-cheia Vacina
contra a hepatite B
(ADNTr) (adsorvida) (VHB)
ENGERIX B 10 BE/H/0009/002 3737483 SMITH KLINE & FRENCH PT
microgramas/0,5 mi PORTUGUESA-PRODUTOS
Suspensdo injetavel em FARMACEUTICOS LDA
seringa pré-cheia Vacina
contra a hepatite B
(ADNr) (adsorvida) (VHB)
ENGERIX B 20 BE/H/0009/001 3739380 SMITH KLINE & FRENCH PT
microgramas/1 ml PORTUGUESA-PRODUTOS
Suspensdo injetavel FARMACEUTICOS LDA
Vacina contra a hepatite B
(ADNr) (adsorvida) (VHB)
ENGERIX B 20 BE/H/0009/001 3739083 SMITH KLINE & FRENCH PT
microgramas/1 ml PORTUGUESA-PRODUTOS
Suspensdo injetavel FARMACEUTICOS LDA
Vacina contra a hepatite B
(ADNr) (adsorvida) (VHB)
ENGERIX B 20 BE/H/0009/001 3737780 SMITH KLINE & FRENCH PT
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suspensie injectabila
Vaccin hepatitic B
recombinant (ADNr)
(adsorbit)

POLAND SP. Z O.0O.

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number
ENGERIX B 20 BE/H/0009/001 3738887 SMITH KLINE & FRENCH PT
microgramas/1 ml PORTUGUESA-PRODUTOS
Suspensdo injetavel em FARMACEUTICOS LDA
seringa pré-cheia Vacina
contra a hepatite B
(ADNr) (adsorvida) (VHB)
ENGERIX B 20 BE/H/0009/001 4779682 SMITH KLINE & FRENCH PT
microgramas/1 ml PORTUGUESA-PRODUTOS
Suspensdo injetavel FARMACEUTICOS LDA
Vacina contra a hepatite B
(ADNr) (adsorvida) (VHB)
ENGERIX B 20 BE/H/0009/001 3739489 SMITH KLINE & FRENCH PT
microgramas/1 ml PORTUGUESA-PRODUTOS
Suspensdo injetavel em FARMACEUTICOS LDA
seringa pré-cheia Vacina
contra a hepatite B
(ADNTr) (adsorvida) (VHB)
ENGERIX B 20 BE/H/0009/001 8671917 SMITH KLINE & FRENCH PT
microgramas/1 ml PORTUGUESA-PRODUTOS
Suspensdo injetavel em FARMACEUTICOS LDA
seringa pré-cheia Vacina
contra a hepatite B
(ADNr) (adsorvida) (VHB)
Euvax B Pediatric 10 not available 5833/2013/01 LG CHEM LIFE SCIENCES RO
ug/0,5ml suspensie POLAND SP. Z O.0.
injectabila Vaccin hepatitic
B recombinant (ADNr)
(adsorbit)
Euvax B Adult 20 pg/ml not available 5834/2013/01 LG CHEM LIFE SCIENCES RO
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ug/0,5ml suspensie
injectabila Vaccin hepatitic
B recombinant (ADNTr)
(adsorbit)

POLAND SP. Z O.0.

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number
Euvax B Adult 20 pg/ml not available 5834/2013/02 LG CHEM LIFE SCIENCES RO
suspensie injectabila POLAND SP. Z O.0.
Vaccin hepatitic B
recombinant (ADNr)
(adsorbit)
Euvax B Pediatric 10 not available 5833/2013/02 LG CHEM LIFE SCIENCES RO
1ug/0,5ml suspensie POLAND SP. Z O.0.
injectabila Vaccin hepatitic
B recombinant (ADNTr)
(adsorbit)
Euvax B Pediatric 10 not available 5833/2013/03 LG CHEM LIFE SCIENCES RO
1ug/0,5ml suspensie POLAND SP. Z O.0.
injectabila Vaccin hepatitic
B recombinant (ADNTr)
(adsorbit)
Euvax B Pediatric 10 not available 5833/2013/01 LG CHEM LIFE SCIENCES RO
1ug/0,5ml suspensie POLAND SP. Z O.0.
injectabila Vaccin hepatitic
B recombinant (ADNTr)
(adsorbit)
Euvax B Adult 20 pg/ml not available 5834/2013/01 LG CHEM LIFE SCIENCES RO
suspensie injectabila POLAND SP. Z O.0.
Vaccin hepatitic B
recombinant (ADNr)
(adsorbit)
Euvax B Adult 20 pg/ml not available 5834/2013/02 LG CHEM LIFE SCIENCES RO
suspensie injectabila POLAND SP. Z 0O.0.
Vaccin hepatitic B
recombinant (ADNr)
(adsorbit)
Euvax B Pediatric 10 not available 5833/2013/02 LG CHEM LIFE SCIENCES RO
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ug/0,5ml suspensie
injectabila Vaccin hepatitic
B recombinant (ADNTr)
(adsorbit)

POLAND SP. Z O.0.

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number
Euvax B Pediatric 10 not available 5833/2013/03 LG CHEM LIFE SCIENCES RO
1ug/0,5ml suspensie POLAND SP. Z O.0.
injectabila Vaccin hepatitic
B recombinant (ADNTr)
(adsorbit)
Euvax B Pediatric 10 not available 5833/2013/01 LG CHEM LIFE SCIENCES RO
1ug/0,5ml suspensie POLAND SP. Z O.0.
injectabila Vaccin hepatitic
B recombinant (ADNTr)
(adsorbit)
Euvax B Adult 20 pg/ml not available 5834/2013/01 LG CHEM LIFE SCIENCES RO
suspensie injectabila POLAND SP. Z O.0.
Vaccin hepatitic B
recombinant (ADNr)
(adsorbit)
Euvax B Adult 20 pg/ml not available 5834/2013/02 LG CHEM LIFE SCIENCES RO
suspensie injectabila POLAND SP. Z O.0.
Vaccin hepatitic B
recombinant (ADNr)
(adsorbit)
Euvax B Pediatric 10 not available 5833/2013/02 LG CHEM LIFE SCIENCES RO
1ug/0,5ml suspensie POLAND SP. Z O.0.
injectabila Vaccin hepatitic
B recombinant (ADNTr)
(adsorbit)
Euvax B Pediatric 10 not available 5833/2013/03 LG CHEM LIFE SCIENCES RO
1ug/0,5ml suspensie POLAND SP. Z O.0.
injectabila Vaccin hepatitic
B recombinant (ADNTr)
(adsorbit)
Euvax B Pediatric 10 not available 5833/2013/01 LG CHEM LIFE SCIENCES RO
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suspensie injectabila
Vaccin hepatitic B
recombinant (ADNr)
(adsorbit)

POLAND SP. Z O.0.

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number
Euvax B Adult 20 pg/ml not available 5834/2013/01 LG CHEM LIFE SCIENCES RO
suspensie injectabila POLAND SP. Z O.0.
Vaccin hepatitic B
recombinant (ADNr)
(adsorbit)
Euvax B Adult 20 pg/ml not available 5834/2013/02 LG CHEM LIFE SCIENCES RO
suspensie injectabila POLAND SP. Z O.0.
Vaccin hepatitic B
recombinant (ADNr)
(adsorbit)
Euvax B Pediatric 10 not available 5833/2013/02 LG CHEM LIFE SCIENCES RO
1ug/0,5ml suspensie POLAND SP. Z O.0.
injectabila Vaccin hepatitic
B recombinant (ADNTr)
(adsorbit)
Euvax B Pediatric 10 not available 5833/2013/03 LG CHEM LIFE SCIENCES RO
1ug/0,5ml suspensie POLAND SP. Z O.0.
injectabila Vaccin hepatitic
B recombinant (ADNTr)
(adsorbit)
Euvax B Pediatric 10 not available 5833/2013/01 LG CHEM LIFE SCIENCES RO
1ug/0,5ml suspensie POLAND SP. Z O.0.
injectabila Vaccin hepatitic
B recombinant (ADNTr)
(adsorbit)
Euvax B Adult 20 pg/ml not available 5834/2013/01 LG CHEM LIFE SCIENCES RO
suspensie injectabila POLAND SP. Z O.0.
Vaccin hepatitic B
recombinant (ADNr)
(adsorbit)
Euvax B Adult 20 pg/ml not available 5834/2013/02 LG CHEM LIFE SCIENCES RO
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ug/0,5ml suspensie
injectabila Vaccin hepatitic
B recombinant (ADNTr)
(adsorbit)

POLAND SP. Z O.0.

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number
Euvax B Pediatric 10 not available 5833/2013/02 LG CHEM LIFE SCIENCES RO
1ug/0,5ml suspensie POLAND SP. Z O.0.
injectabila Vaccin hepatitic
B recombinant (ADNTr)
(adsorbit)
Euvax B Pediatric 10 not available 5833/2013/03 LG CHEM LIFE SCIENCES RO
1ug/0,5ml suspensie POLAND SP. Z O.0.
injectabila Vaccin hepatitic
B recombinant (ADNTr)
(adsorbit)
Euvax B Pediatric 10 not available 5833/2013/01 LG CHEM LIFE SCIENCES RO
1ug/0,5ml suspensie POLAND SP. Z O.0.
injectabila Vaccin hepatitic
B recombinant (ADNTr)
(adsorbit)
Euvax B Adult 20 pg/ml not available 5834/2013/01 LG CHEM LIFE SCIENCES RO
suspensie injectabila POLAND SP. Z O.0.
Vaccin hepatitic B
recombinant (ADNr)
(adsorbit)
Euvax B Adult 20 pg/ml not available 5834/2013/02 LG CHEM LIFE SCIENCES RO
suspensie injectabila POLAND SP. Z 0O.0.
Vaccin hepatitic B
recombinant (ADNr)
(adsorbit)
Euvax B Pediatric 10 not available 5833/2013/02 LG CHEM LIFE SCIENCES RO
1ug/0,5ml suspensie POLAND SP. Z O.0.
injectabila Vaccin hepatitic
B recombinant (ADNTr)
(adsorbit)
Euvax B Pediatric 10 not available 5833/2013/03 LG CHEM LIFE SCIENCES RO
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Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta

Vaccin hepatitic B (ADNr)
(adsorbit) (VHB)

BIOLOGICALS S.A.

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number
Euvax B Pediatric 10 not available 5833/2013/01 LG CHEM LIFE SCIENCES RO
1ug/0,5ml suspensie POLAND SP. Z O.0.
injectabila Vaccin hepatitic
B recombinant (ADNTr)
(adsorbit)
Euvax B Adult 20 pg/ml not available 5834/2013/01 LG CHEM LIFE SCIENCES RO
suspensie injectabila POLAND SP. Z O.0.
Vaccin hepatitic B
recombinant (ADNr)
(adsorbit)
Euvax B Adult 20 pg/ml not available 5834/2013/02 LG CHEM LIFE SCIENCES RO
suspensie injectabila POLAND SP. Z O.0.
Vaccin hepatitic B
recombinant (ADNr)
(adsorbit)
Euvax B Pediatric 10 not available 5833/2013/02 LG CHEM LIFE SCIENCES RO
1ug/0,5ml suspensie POLAND SP. Z O.0.
injectabila Vaccin hepatitic
B recombinant (ADNTr)
(adsorbit)
Euvax B Pediatric 10 not available 5833/2013/03 LG CHEM LIFE SCIENCES RO
1ug/0,5ml suspensie POLAND SP. Z O.0.
injectabila Vaccin hepatitic
B recombinant (ADNTr)
(adsorbit)
ENGERIX B 20 pg/ml not available 6546/2014/02 GLAXOSMITHKLINE RO
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ENGERIX B 20 pg/ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta

Vaccin hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6546/2014/03

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 20 pg/ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta

\Vaccin hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6546/2014/04

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 20 pg/ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta

Vaccin hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6546/2014/05

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 20 pg/ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta

Vaccin hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6546/2014/06

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ENGERIX B 20 pg/ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta

Vaccin hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6546/2014/07

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 20 pg/ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta

\Vaccin hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6546/2014/08

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 20 pg/ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta

Vaccin hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6546/2014/09

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 20 pg/ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta

Vaccin hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6546/2014/10

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

List of nationally authorised medicinal products

Error! Unknown document property name.

Page 70/80




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

ENGERIX B 20 pg/ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta

Vaccin hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6546/2014/11

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 20 pg/ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta

\Vaccin hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6546/2014/12

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 20 pg/ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta

Vaccin hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6546/2014/13

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 20 pg/ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta

Vaccin hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6546/2014/14

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ENGERIX B 20 pg/ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta

Vaccin hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6546/2014/15

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 20 pg/ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta

\Vaccin hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6546/2014/16

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 20 pg/ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta Vaccin
hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6546/2014/17

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 20 pg/ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta

Vaccin hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6546/2014/18

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ENGERIX B 20 pg/ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta

Vaccin hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6546/2014/19

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 10 ug/0,5 ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta Vaccin
hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6545/2014/02

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 10 pg/0,5 ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta Vaccin
hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6545/2014/03

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 10 ug/0,5 ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta Vaccin
hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6545/2014/04

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ENGERIX B 10 pg/0,5 ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta Vaccin
hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6545/2014/05

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 10 ug/0,5 ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta Vaccin
hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6545/2014/06

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 10 pg/0,5 ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta Vaccin
hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6545/2014/07

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 10 ug/0,5 ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta Vaccin
hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6545/2014/08

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ENGERIX B 10 pg/0,5 ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta Vaccin
hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6545/2014/09

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 10 ug/0,5 ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta Vaccin
hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6545/2014/10

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 10 pg/0,5 ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta Vaccin
hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6545/2014/11

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 10 ug/0,5 ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta Vaccin
hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6545/2014/12

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ENGERIX B 10 pg/0,5 ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta Vaccin
hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6545/2014/13

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 10 ug/0,5 ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta Vaccin
hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6545/2014/14

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 10 pg/0,5 ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta Vaccin
hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6545/2014/15

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 10 ug/0,5 ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta Vaccin
hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6545/2014/16

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ENGERIX B 10 pg/0,5 ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta Vaccin
hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6545/2014/17

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 10 ug/0,5 ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta Vaccin
hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6545/2014/01

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

ENGERIX B 20 pg/ml
Pentru flacon: Suspensie
injectabila Pentru seringa
preumpluta: Suspensie
injectabila in seringa
preumpluta

Vaccin hepatitic B (ADNr)
(adsorbit) (VHB)

not available

6546/2014/01

GLAXOSMITHKLINE
BIOLOGICALS S.A.

RO

Engerix-B 10
mikrogram/0,5 ml
Injektionsvatska,
suspension i forfylld
spruta Vaccin mot hepatit
B (rDNA) (adsorberat)
(HBV)

BE/H/0009/002

21911

GLAXOSMITHKLINE AB

SE
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Product Name (in MRP/DCP
authorisation country) | Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Engerix-B 20
mikrogram/1 ml
Injektionsvatska,
suspension i forfylld
spruta Vaccin mot hepatit
B (rDNA) (adsorberat)
(HBV)

BE/H/0009/001

21910

GLAXOSMITHKLINE AB

SE

Engerix-B 20 BE/H/0009/001
mikrogram/1 ml
Injektionsvatska,
suspension i forfylld
spruta Vaccin mot hepatit
B (rDNA) (adsorberat)

(HBV)

21910

GLAXOSMITHKLINE AB

SE

Engerix-B 10 BE/H/0009/002
mikrogram/0,5 ml
Injektionsvatska,
suspension i forfylld
spruta Vaccin mot hepatit
B (rDNA) (adsorberat)

(HBV)

21911

GLAXOSMITHKLINE AB

SE

ENGERIX-B 20 not available
mikrogramov/1 ml
suspenzija za injiciranje
Rekombinantno cepivo
proti hepatitisu B,
adsorbirano

H/97/00551/001

GLAXOSMITHKLINE
BIOLOGICALS S.A.

SI

ENGERIX-B 20 not available
mikrogramov/1 ml
suspenzija za injiciranje
Rekombinantno cepivo
proti hepatitisu B,
adsorbirano

H/97/00551/002

GLAXOSMITHKLINE
BIOLOGICALS S.A.

SI
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Product Name (in MRP/DCP
authorisation country) | Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ENGERIX-B za otroke 10 not available
mikrogramov/0,5 ml
suspenzija za injiciranje
Rekombinantno cepivo
proti hepatitisu B,
adsorbirano

H/97/00551/003

GLAXOSMITHKLINE
BIOLOGICALS S.A.

SI

ENGERIX-B 10 pg 10 not available
mikrogramov/0,5 ml,
injekcna suspenzia
Ockovacia latka proti
hepatitide B (rDNA,

adsorbovana)

59/0170/87-C/S

GLAXOSMITHKLINE
BIOLOGICALS S.A.

SK

ENGERIX-B 20 pg 20
mikrogramov/1 ml,
injekcna suspenzia
Ockovacia latka proti
hepatitide B (rDNA,
adsorbovanad)

not available

59/0165/18-S

GLAXOSMITHKLINE
BIOLOGICALS S.A.

SK

ENGERIX-B 20 pg 20
mikrogramov/1 ml,
injekcna suspenzia
Ockovacia latka proti
hepatitide B (rDNA,
adsorbovana)

not available

59/0165/18-S

GLAXOSMITHKLINE
BIOLOGICALS S.A.

SK

ENGERIX-B 10 pg 10
mikrogramov/0,5 ml,
injekcna suspenzia
Ockovacia latka proti
hepatitide B (rDNA,
adsorbovana)

not available

59/0170/87-C/S

GLAXOSMITHKLINE
BIOLOGICALS S.A.

SK
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mikrogramov/0,5 ml,
injekcna suspenzia
Ockovacia latka proti
hepatitide B (rDNA,
adsorbovanad)

BIOLOGICALS S.A.

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

authorisation country) | Authorisation member state product is authorised
number

ENGERIX-B 20 ug 20 not available 59/0165/18-S GLAXOSMITHKLINE SK

mikrogramov/1 ml, BIOLOGICALS S.A.

injekcna suspenzia

Ockovacia latka proti

hepatitide B (rDNA,

adsorbovana)

ENGERIX-B 20 pg 20 not available 59/0165/18-S GLAXOSMITHKLINE SK

mikrogramov/1 ml, BIOLOGICALS S.A.

injekcna suspenzia

Ockovacia latka proti

hepatitide B (rDNA,

adsorbovana)

ENGERIX-B 10 ug 10 not available 59/0170/87-C/S GLAXOSMITHKLINE SK
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