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Clensky stat
EU/EEA

Drzitel rozhodnuti o
registraci

Smysleny nazev

Sila

Lékova forma

Zplisob podani

Obsah
(koncentrace)

Belgie

GlaxoSmithKline

Pharmaceuticals s.a./n.v.

Site Apollo

Avenue Pascal, 2- 4- 6
B-1300 Wavre
Belgium

Clamoxyl

1g

Dispergovatelné
tablety

Peroralni podani

N/A

Belgie

GlaxoSmithKline

Pharmaceuticals s.a./n.v.

Site Apollo

Avenue Pascal, 2- 4- 6
B-1300 Wavre
Belgium

Clamoxyl

500 mg

Tvrdé tobolky

Peroralni podani

N/A

Belgie

GlaxoSmithKline

Pharmaceuticals s.a./n.v.

Site Apollo

Avenue Pascal, 2- 4- 6
B-1300 Wavre
Belgium

Clamoxyl

125 mg

Prasek pro
peroralni
suspenzi

Peroralni podani

125 mg/5 mL

Belgie

GlaxoSmithKline

Pharmaceuticals s.a./n.v.

Site Apollo

Avenue Pascal, 2- 4- 6
B-1300 Wavre
Belgium

Clamoxyl

250 mg

Prasek pro
peroralni
suspenzi

Peroralni podani

250 mg/5 mL

Belgie

GlaxoSmithKline

Pharmaceuticals s.a./n.v.

Site Apollo

Avenue Pascal, 2- 4- 6
B-1300 Wavre
Belgium

Clamoxyl

500 mg

Prasek pro
peroralni
suspenzi

Peroralni podani

500 mg




Clensky stat Drzitel rozhodnuti o Smysleny nazev | Sila Lékova forma Zplisob podani Obsah
EU/EEA registraci (koncentrace)
GlaxoSmithKline
Pharmaceuticals s.a./n.v. .
. . PraSek a o
Belgie Site Apollo .Y Intravenoézni/
Clamoxyl 19 rozpoustedlo pro o 1g
Avenue Pascal, 2- 4- 6 ., Intramuskularni
injekcni roztok
B-1300 Wavre
Belgium
SmithKline Beecham Plc 980
Kypr Great West Road Brentford . L L
. Amoxil 500 mg Tobolky Peroralni podani N/A
Middlesex TW8 9GS
United Kingdom
SmithKline Beecham Pilc 980 .
Prasek pro
Kypr Great West Road Brentford . L L L
. Amoxil Forte 250 mg peroralni Peroralni podani 250 mg/5 mL
Middlesex TW8 9GS .
. . suspenzi
United Kingdom
Laboratoire GlaxoSmithKline
) 100, route de Versailles . -
Francie . Clamoxyl 500 mg Tobolky Peroralni podani N/A
78163 Marly-le-Roi Cedex
France
Laboratoire GlaxoSmithKline
. 100, route de Versailles Dispergovatelné L L
Francie . Clamoxyl 1g Peroralni podani N/A
78163 Marly-le-Roi Cedex tablety
France
Laboratoire GlaxoSmithKline .
] Prasek pro
. 100, route de Versailles L L L
Francie . Clamoxyl 250 mg peroralni Peroralni podani 250 mg/5 mL
78163 Marly-le-Roi Cedex .
suspenzi
France
Laboratoire GlaxoSmithKline
) 100, route de Versailles Prasek pro Intravenézni/
Francie Clamoxyl 500 mg 500 mg

78163 Marly-le-Roi Cedex
France

injekéni roztok

Intramuskularni




Clensky stat Drzitel rozhodnuti o Smysleny nazev | Sila Lékova forma Zplisob podani Obsah
EU/EEA registraci (koncentrace)
Laboratoire GlaxoSmithKline
) 100, route de Versailles Prasek pro Intravenézni/
Francie . Clamoxyl 1g ., o 1g
78163 Marly-le-Roi Cedex injekcni roztok Intramuskularni
France
Laboratoire GlaxoSmithKline
. 100, route de Versailles Prasek pro L
Francie . Clamoxyl 29 ., Intravendézni 29
78163 Marly-le-Roi Cedex injekcni roztok
France
Laboratoire GlaxoSmithKline .
] Prasek a
) 100, route de Versailles . "
Francie . Clamoxyl 19 rozpoustédlo pro | Intramuskularni 1g
78163 Marly-le-Roi Cedex .,
injekcni roztok
France
Laboratoire GlaxoSmithKline .
] Prasek pro
. 100, route de Versailles L, L ,
Francie . Clamoxyl 1g peroralni Peroralni podéani N/A
78163 Marly-le-Roi Cedex .
suspenzi (sacky)
France
Laboratoire GlaxoSmithKline .
] Prasek pro
. 100, route de Versailles L L L
Francie . Clamoxyl 125 mg peroralni Peroralni podani 125 mg/5mL
78163 Marly-le-Roi Cedex .
suspenzi
France
Laboratoire GlaxoSmithKline .
] Prasek pro
. 100, route de Versailles L L L
Francie . Clamoxyl 500 mg peroralni Peroralni podani 500 mg/5mL
78163 Marly-le-Roi Cedex .
suspenzi
France
Laboratoire GlaxoSmithKline
. 100, route de Versailles Amoxicilline Dispergovatelné L L
Francie 1g Peroralni podani N/A

78163 Marly-le-Roi Cedex
France

Biogaran

tablety




Clensky stat Drzitel rozhodnuti o Smysleny nazev | Sila Lékova forma Zplisob podani Obsah
EU/EEA registraci (koncentrace)
Laboratoire GlaxoSmithKline
. 100, route de Versailles Amoxicilline L L
Francie . . 500 mg Tobolky Peroralni podani N/A
78163 Marly-le-Roi Cedex Biogaran
France
Laboratoire GlaxoSmithKline .
] o Prasek pro
. 100, route de Versailles Amoxicilline L L L
Francie . . 125 mg peroralni Peroralni podani 125 mg/5 mL
78163 Marly-le-Roi Cedex Biogaran .
suspenzi
France
Laboratoire GlaxoSmithKline .
] o Prasek pro
. 100, route de Versailles Amoxicilline L L L
Francie . . 250 mg peroralni Peroralni podani 250 mg/5 mL
78163 Marly-le-Roi Cedex Biogaran .
suspenzi
France
Laboratoire GlaxoSmithKline .
] o Prasek pro
. 100, route de Versailles Amoxicilline L L L
Francie . . 500 mg peroralni Peroralni podani 500 mg/5 mL
78163 Marly-le-Roi Cedex Biogaran .
suspenzi
France
GlaxoSmithKline a.e.b.e.
Recko 266 Kifisias Avenue . L o
. Amoxil 500 mg Tobolky Peroralni podani N/A
152 32 Halandri
Greece
GlaxoSmithKline a.e.b.e. .
. o Prasek pro
Recko 266 Kifisias Avenue . o L o
. Amoxil 250 mg peroralni Peroralni podani 250 mg/5 mL
152 32 Halandri .
suspenzi
Greece
GlaxoSmithKline a.e.b.e. .
. o Prasek pro
Recko 266 Kifisias Avenue . o L o
. Amoxil 500 mg peroralni Peroralni podani 500 mg/5 mL
152 32 Halandri .
suspenzi

Greece




Clensky stat Drzitel rozhodnuti o Smysleny nazev | Sila Lékova forma Zplisob podani Obsah
EU/EEA registraci (koncentrace)
GlaxoSmithKline a.e.b.e.
Recko 266 Kifisias Avenue . Dispergovatelné L L
. Amoxil 1g Peroralni podani N/A
152 32 Halandri tablety
Greece
GlaxoSmithKline a.e.b.e. .
. o Prasek a L
Recko 266 Kifisias Avenue . Y Intravenézni/Intramuskul .
. Amoxil 19 rozpoustédlo pro L 1 g/vial
152 32 Halandri ., arni
injekcni roztok
Greece
GlaxoSmithKline (Ireland) Ltd . .
Amoxil Paediatric .
Stonemasons Way PraSek pro
Irsko 125mg/1.25ml o . .
Rathfarnham 125 mg peroralni Peroralni podani 125 mg/1.25 mL
] Powder for Oral )
Dublin 16 . suspenzi
Suspension
Ireland
GlaxoSmithKline (Ireland) Ltd .
Amoxil 3g .
Stonemasons Way PraSek pro
Irsko Powder for Oral o L o
Rathfarnham . 39 peroralni Peroralni podani 309
. Suspension .
Dublin 16 suspenzi (sacek)
Sachets
Ireland
GlaxoSmithKline (Ireland) Ltd | Amoxil Vials
Irsko Stonemasons Way 500mg, powder Prasek pro L
. e , Intravendzni/Intramuskul
Rathfarnham for solution for 500 mg injekcni/infuzni arni 500 mg
i
Dublin 16 injection or roztok
Ireland infusion
GlaxoSmithKline Latvia SIA
. Duntes iela 11 .
LotySsko _ Amoxil 500 mg L o
Riga 500 mg Tobolky Peroralni podéani N/A
kapsulas
LV-1013

Latvia
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EU/EEA

Drzitel rozhodnuti o
registraci

Smysleny nazev
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Zplisob podani

Obsah
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Litva

Beecham Group plc.
Great West Road
Brentford

Middlesex TW8 9GS
United Kingdom

Amoxil

lg

Dispergovatelné
tablety

Peroralni podani

N/A

Litva

Beecham Group plc Great
West Road

Brentford

Middlesex TW8 9GS
United Kingdom

Amoxil

250 mg

Prasek pro
peroralni
suspenzi

Peroralni podani

250 mg/ 5mL

Litva

Beecham Group plc.
Great West Road
Brentford

Middlesex TW8 9GS
United Kingdom

Amoxil

500 mg

Tvrdé tobolky

Peroralni podani

N/A

Lucembursko

GlaxoSmithKline
Pharmaceuticals s.a./n.v.
Site Apollo

Avenue Pascal, 2- 4- 6
B-1300 Wavre

Belgium

Clamoxyl

1g

Prasek a
rozpoustédlo pro
injekéni roztok

Intraven6zni/Intramuskul
arni

lg

Lucembursko

GlaxoSmithKline
Pharmaceuticals s.a./n.v.
Site Apollo

Avenue Pascal, 2- 4- 6
B-1300 Wavre

Belgium

Clamoxyl

1g

Prasek pro
injekéni roztok

Intraven6zni/Intramuskul
arni

lg
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Drzitel rozhodnuti o
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Lucembursko

GlaxoSmithKline

Pharmaceuticals s.a./n.v.

Site Apollo

Avenue Pascal, 2- 4- 6
B-1300 Wavre
Belgium

Clamoxyl

125 mg

Prasek pro
peroralni
suspenzi

Peroralni podani

125 mg/5 mL

Lucembursko

GlaxoSmithKline

Pharmaceuticals s.a./n.v.

Site Apollo

Avenue Pascal, 2- 4- 6
B-1300 Wavre
Belgium

Clamoxyl

lg

Dispergovatelné
tablety

Peroralni podani

N/A

Lucembursko

GlaxoSmithKline

Pharmaceuticals s.a./n.v.

Site Apollo

Avenue Pascal, 2- 4- 6
B-1300 Wavre
Belgium

Clamoxyl

250 mg

Prasek pro
peroralni
suspenzi

Peroralni podani

250 mg/5 mL

Lucembursko

GlaxoSmithKline

Pharmaceuticals s.a./n.v.

Site Apollo

Avenue Pascal, 2- 4- 6
B-1300 Wavre
Belgium

Clamoxyl

500 mg

Tobolky

Peroralni podani

N/A

Lucembursko

GlaxoSmithKline

Pharmaceuticals s.a./n.v.

Site Apollo

Avenue Pascal, 2- 4- 6
B-1300 Wavre
Belgium

Clamoxyl

500 mg

Prasek pro
peroralni
suspenzi

Peroralni podani

500 mg/5 mL
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Drzitel rozhodnuti o
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Smysleny nazev
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Malta

Beecham Group plc
Great West Road
Brentford
Middlesex TW8 9GS
United Kingdom

Amoxil Syrup
Sucrose-Free
/Dye-Free
250mg/5ml

250mg

Prasek pro
peroralni
suspenzi

Peroralni podani

250mg/5ml

Malta

Beecham Group plc
Great West Road
Brentford
Middlesex TW8 9GS
United Kingdom

Amoxil Capsules
500mg

500 mg

Tobolky

Peroralni podani

N/A

Portugalsko

Beecham Portuguesa -
Produtos Farmacéuticos e
Quimicos, Lda.

Rua Dr. Anténio Loureiro
Borges, 3
Arquiparque-Miraflores
1495-131 Algés

Portugal

Clamoxyl

500 mg

Tobolky

Peroralni podani

N/A

Portugalsko

Beecham Portuguesa -
Produtos Farmacéuticos e
Quimicos, Lda.

Rua Dr. Anténio Loureiro
Borges, 3
Arquiparque-Miraflores
1495-131 Algés

Portugal

Clamoxyl

lg

Dispergovatelné
tablety

Peroralni podani

N/A
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Drzitel rozhodnuti o
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Portugalsko

Beecham Portuguesa -
Produtos Farmacéuticos e
Quimicos, Lda.

Rua Dr. Anténio Loureiro
Borges, 3
Arquiparque-Miraflores
1495-131 Algés

Portugal

Clamoxyl

250
mg/5ml

Prasek pro
peroralni
suspenzi

Peroralni podani

250 mg/5 mL
75ml, 100ml and
150ml bottles

Portugalsko

Beecham Portuguesa -
Produtos Farmacéuticos e
Quimicos, Lda.

Rua Dr. Anténio Loureiro
Borges, 3
Arquiparque-Miraflores
1495-131 Algés

Portugal

Clamoxyl

500
mg/5ml

Prasek pro
peroralni
suspenzi

Peroralni podani

500 mg/5 mL
75ml, 100ml and
150ml bottles

Spanélsko

GlaxoSmithKline, S.A.

PTM- Severo Ochoa, 2
28760-Tres Cantos (Madrid)
Spain

Clamoxyl 1g
comprimidos

lg

Tablety

Peroralni podani

N/A

Spanélsko

GlaxoSmithKline, S.A.

PTM- Severo Ochoa, 2
28760-Tres Cantos (Madrid)
Spain

Clamoxyl 750
mg comprimidos

750 mg

Tablety

Peroralni podani

N/A

Spanélsko

GlaxoSmithKline, S.A.

PTM- Severo Ochoa, 2
28760-Tres Cantos (Madrid)
Spain

Clamoxyl 500
mg capsulas

500 mg

Tvrdé tobolky

Peroralni podani

N/A

10




Clensky stat Drzitel rozhodnuti o Smysleny nazev | Sila Lékova forma Zplisob podani Obsah
EU/EEA registraci (koncentrace)
GlaxoSmithKline, S.A. Clamoxyl 1 g .
\ . PraSek pro
Spanelsko PTM- Severo Ochoa, 2 polvo para o L o
. L 1g peroralni Peroralni podani N/A
28760-Tres Cantos (Madrid) suspension oral .
. suspenzi
Spain en sobre
GlaxoSmithKline, S.A. Clamoxyl 500 .
\ . PraSek pro
Spanelsko PTM- Severo Ochoa, 2 mg polvo para o L o
. L 500 mg peroralni Peroralni podani N/A
28760-Tres Cantos (Madrid) suspension oral .
. suspenzi
Spain en sobre
GlaxoSmithKline, S.A. Clamoxyl 250 .
\ . PraSek pro
Spanelsko PTM- Severo Ochoa, 2 mg polvo para o L o
. L 250 mg peroralni Peroralni podani N/A
28760-Tres Cantos (Madrid) suspension oral .
. suspenzi
Spain en sobre
GlaxoSmithKline, S.A. Clamoxyl 250 .
\ . PraSek pro
Spanelsko PTM- Severo Ochoa, 2 mg/ 5 ml polvo o L o
. » 250 mg peroralni Peroralni podéani 250 mg/ 5 mL
28760-Tres Cantos (Madrid) para suspension .
. suspenzi
Spain oral en frasco
GlaxoSmithKline, S.A. .
\ . PrasSek a
Spanelsko PTM- Severo Ochoa, 2 Clamoxyl 1 g . L o .
. . 149 rozpoustedlo pro Intramuskuléarni podani 1 g/vial
28760-Tres Cantos (Madrid) intramuscular .,
. injekcni roztok
Spain
Beecham Group plc
o Great West Road
Velka Britanie . . .
Brentford Amoxil 250 mg Tobolky Peroralni podani N/A
Middlesex TW8 9GS
United Kingdom
Beecham Group plc
e Great West Road
Velka Britanie . L o
Brentford Amoxil 500 mg Tobolky Peroralni podani N/A

Middlesex TW8 9GS
United Kingdom

11




Clensky stat Drzitel rozhodnuti o Smysleny nazev | Sila Lékova forma Zplisob podani Obsah
EU/EEA registraci (koncentrace)
Beecham Group plc
. Great West Road . o Prasek pro
Velka Britanie Amoxil paediatric o . .
Brentford . 125 mg peroralni Peroralni podani 125 mg/1.25 mL
. suspension .
Middlesex TW8 9GS suspenzi
United Kingdom
Beecham Group plc
e Great West Road . Prasek pro
Velka Britanie Amoxil sachets o L o
Brentford 39 peroralni Peroralni podéani 39
. 3g sucrose free .
Middlesex TW8 9GS suspenzi
United Kingdom
Beecham Group plc
o Great West Road L . L
Velka Britanie Amoxil Vials for PraSek pro Intravendézni/Intramuskul
Brentford . 250 mg ., o 250 mg
. Injection injekcni roztok arni
Middlesex TW8 9GS
United Kingdom
Beecham Group plc
s Great West Road R . N
Velka Britanie Amoxil Vials for Prasek pro Intravenézni/Intramuskul
Brentford . 500 mg ., L 500 mg
. Injection injekcni roztok arni
Middlesex TW8 9GS
United Kingdom
Beecham Group plc
L Great West Road I . —
Velka Britanie Amoxil Vials for PraSek pro Intravendézni/Intramuskul
Brentford 1g 1g

Middlesex TW8 9GS
United Kingdom

Injection

injek¢ni roztok

arni
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