Annex |

List of the names, pharmaceutical forms, strengths of the medicinal
products, routes of administration, Marketing Authorisation Holders in the
Member States



Member State
(in EEA)

Marketing Authorisation
Holder

Invented Name

Strength

Pharmaceutical form

Route of
administration

Content
(concentration)

Belgium

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

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

Belgium

Clamoxyl

1g

Dispersible tablet

Oral Use

N/A

Belgium

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

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

Belgium

Clamoxyl

500 mg

Capsule, hard

Oral Use

N/A

Belgium

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

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

Belgium

Clamoxyl

125 mg

Powder for oral
suspension

Oral Use

125 mg/5 ml

Belgium

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

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

Belgium

Clamoxyl

250 mg

Powder for oral
suspension

Oral Use

250 mg/5 ml




Member State | Marketing Authorisation Invented Name Strength | Pharmaceutical form | Route of Content
(in EEA) Holder administration (concentration)
GlaxoSmithKline
Pharmaceuticals s.a./n.v.
Belgium Site Apollo Powder for oral
Clamoxyl 500 mg . Oral Use 500 mg
Avenue Pascal, 2- 4- 6 suspension
B-1300 Wavre
Belgium
GlaxoSmithKline
Pharmaceuticals s.a./n.v.
Belgium Site Apollo Powder and solvent for | Intravenous/
Clamoxyl 1g ) L lg
Avenue Pascal, 2- 4- 6 solution for injection Intramuscular
B-1300 Wavre
Belgium
SmithKline Beecham
Limited, 980 Great West
Cyprus .
Road Brentford Amoxil 500 mg Capsule Oral Use N/A
Middlesex TW8 9GS
United Kingdom
SmithKline Beecham
Limited, 980 Great West
Cyprus . Powder for oral
Road Brentford Amoxil Forte 250 mg . Oral Use 250 mg/5 ml
. suspension
Middlesex TW8 9GS
United Kingdom
Laboratoire GlaxoSmithKline
100, route de Versailles
France Clamoxyl 500 mg Capsule Oral Use N/A

78163 Marly-le-Roi Cedex
France




Member State | Marketing Authorisation Invented Name Strength | Pharmaceutical form | Route of Content
(in EEA) Holder administration (concentration)
Laboratoire GlaxoSmithKline
100, route de Versailles . .
France . Clamoxyl 1g Dispersible tablet Oral Use N/A
78163 Marly-le-Roi Cedex
France
Laboratoire GlaxoSmithKline
100, route de Versailles Powder for oral
France . Clamoxyl 250 mg . Oral Use 250 mg/5 ml
78163 Marly-le-Roi Cedex suspension
France
Laboratoire GlaxoSmithKline
100, route de Versailles Powder for solution for Intravenous/
France . Clamoxyl 500 mg o 500 mg
78163 Marly-le-Roi Cedex injection Intramuscular
France
Laboratoire GlaxoSmithKline
100, route de Versailles Powder for solution for Intravenous/
France . Clamoxyl 1g o 1g
78163 Marly-le-Roi Cedex injection Intramuscular
France
Laboratoire GlaxoSmithKline
100, route de Versailles Powder for solution for
France . Clamoxyl 29 L Intravenous 2g
78163 Marly-le-Roi Cedex injection
France
Laboratoire GlaxoSmithKline
100, route de Versailles Powder and solvent for
France . Clamoxyl 1g . o Intramuscular 1g
78163 Marly-le-Roi Cedex solution for injection
France
Laboratoire GlaxoSmithKline
100, route de Versailles Powder for oral
France Clamoxyl 1g Oral Use N/A

78163 Marly-le-Roi Cedex
France

suspension (sachet)




Member State
(in EEA)

Marketing Authorisation
Holder

Invented Name

Strength

Pharmaceutical form

Route of
administration

Content
(concentration)

France

Laboratoire GlaxoSmithKline
100, route de Versailles
78163 Marly-le-Roi Cedex
France

Clamoxyl

125 mg

Powder for oral
suspension

Oral Use

125 mg/5mi

France

Laboratoire GlaxoSmithKline
100, route de Versailles
78163 Marly-le-Roi Cedex
France

Clamoxyl

500 mg

Powder for oral
suspension

Oral Use

500 mg/5ml

France

Laboratoire GlaxoSmithKline
100, route de Versailles
78163 Marly-le-Roi Cedex
France

Amoxicilline Biogaran

lg

Dispersible tablet

Oral Use

N/A

France

Laboratoire GlaxoSmithKline
100, route de Versailles
78163 Marly-le-Roi Cedex
France

Amoxicilline Biogaran

500 mg

Capsule

Oral Use

N/A

France

Laboratoire GlaxoSmithKline
100, route de Versailles
78163 Marly-le-Roi Cedex
France

Amoxicilline Biogaran

125 mg

Powder for oral
suspension

Oral Use

125 mg/5 ml

France

Laboratoire GlaxoSmithKline
100, route de Versailles
78163 Marly-le-Roi Cedex
France

Amoxicilline Biogaran

250 mg

Powder for oral
suspension

Oral Use

250 mg/5 ml

France

Laboratoire GlaxoSmithKline
100, route de Versailles
78163 Marly-le-Roi Cedex
France

Amoxicilline Biogaran

500 mg

Powder for oral
suspension

Oral Use

500 mg/5 ml




Member State
(in EEA)

Marketing Authorisation
Holder

Invented Name

Strength

Pharmaceutical form

Route of
administration

Content
(concentration)

Greece

GlaxoSmithKline a.e.b.e.
266 Kifisias Avenue

152 32 Halandri

Greece

Amoxil

500 mg

Capsule, hard

Oral Use

N/A

Greece

GlaxoSmithKline a.e.b.e.
266 Kifisias Avenue

152 32 Halandri

Greece

Amoxil

250 mg

Powder for oral
suspension

Oral Use

250 mg/5 ml

Greece

GlaxoSmithKline a.e.b.e.
266 Kifisias Avenue

152 32 Halandri

Greece

Amoxil

500 mg

Powder for oral
suspension

Oral Use

500 mg/5 ml

Greece

GlaxoSmithKline a.e.b.e.
266 Kifisias Avenue

152 32 Halandri

Greece

Amoxil

lg

Dispersible tablet

Oral Use

N/A

Greece

GlaxoSmithKline a.e.b.e.
266 Kifisias Avenue

152 32 Halandri

Greece

Amoxil

lg

Powder and solvent for
solution for injection

Intravenous/
Intramuscular

1 g/vial

Ireland

GlaxoSmithKline (lreland)
Ltd

Stonemasons Way
Rathfarnham

Dublin 16

Ireland

Amoxil Paediatric
125mg/1.25ml Powder for
Oral Suspension

125 mg

Powder for oral
suspension

Oral Use

125 mg/1.25 ml
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(in EEA)

Marketing Authorisation
Holder

Invented Name
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Pharmaceutical form

Route of
administration

Content
(concentration)

Ireland

GlaxoSmithKline (lreland)
Ltd

Stonemasons Way
Rathfarnham

Dublin 16

Ireland

Amoxil 3g Powder for Oral
Suspension Sachets

39

Powder for oral
suspension (sachet)

Oral Use

39

Ireland

GlaxoSmithKline (lreland)
Ltd

Stonemasons Way
Rathfarnham

Dublin 16

Ireland

Amoxil Vials 500mg,
powder for solution for
injection or infusion

500 mg

Powder for solution for
injection or infusion

Intravenous/
Intramuscular

500 mg

Latvia

GlaxoSmithKline Latvia SIA
Duntes iela 11

Riga

LV-1013

Latvia

Amoxil 500 mg kapsulas

500 mg

Capsule

Oral Use

N/A

Lithuania

Beecham Group plc.
Great West Road
Brentford

Middlesex TW8 9GS
United Kingdom

Amoxil

lg

Dispersible tablet

Oral Use

N/A

Lithuania

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

Amoxil

250 mg

Powder for oral
suspension

Oral Use

250 mg/ 5ml
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Lithuania

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

Amoxil

500 mg

Capsule, hard

Oral Use

N/A

Luxembourg

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

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

Belgium

Clamoxyl

1g

Powder and solvent for
solution for injection

Intravenous/
Intramuscular

lg

Luxembourg

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

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

Belgium

Clamoxyl

1g

Powder for solution for
injection

Intravenous/
Intramuscular

lg

Luxembourg

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

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

Belgium

Clamoxyl

125 mg

Powder for oral
suspension

Oral Use

125 mg/5 ml

Luxembourg

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

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

Belgium

Clamoxyl

lg

Dispersible tablet

Oral Use

N/A
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Marketing Authorisation
Holder
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Luxembourg

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

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

Belgium

Clamoxyl

250 mg

Powder for oral
suspension

Oral Use

250 mg/5 ml

Luxembourg

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

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

Belgium

Clamoxyl

500 mg

Capsule

Oral Use

N/A

Luxembourg

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

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

Belgium

Clamoxyl

500 mg

Powder for oral
suspension

Oral Use

500 mg/5 ml

Malta

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

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

250mg

Powder for Oral
Suspension

Oral Use

250mg/5ml

Malta

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

Amoxil Capsules 500mg

500 mg

Capsule

Oral Use

N/A
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Portugal

Beecham Portuguesa -
Produtos Farmacéuticos e
Quimicos, Lda.

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

Portugal

Clamoxyl

500 mg

Capsule

Oral Use

N/A

Portugal

Beecham Portuguesa -
Produtos Farmacéuticos e
Quimicos, Lda.

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

Portugal

Clamoxyl

lg

Dispersible tablet

Oral Use

N/A

Portugal

Beecham Portuguesa -
Produtos Farmacéuticos e
Quimicos, Lda.

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

Portugal

Clamoxyl

250
mg/5ml

Powder for oral
suspension

Oral Use

250 mg/5 ml

10
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(in EEA)

Marketing Authorisation
Holder

Invented Name
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Pharmaceutical form

Route of
administration
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(concentration)

Portugal

Beecham Portuguesa -
Produtos Farmacéuticos e
Quimicos, Lda.

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

Portugal

Clamoxyl

500
mg/5ml

Powder for oral
suspension

Oral Use

500 mg/5 ml

Spain

GlaxoSmithKline, S.A.

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

Clamoxyl 1g comprimidos

lg

Tablet

Oral Use

N/A

Spain

GlaxoSmithKline, S.A.

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

Clamoxyl 750 mg
comprimidos

750 mg

Tablet

Oral Use

N/A

Spain

GlaxoSmithKline, S.A.

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

Clamoxyl 500 mg capsulas

500 mg

Capsule, hard

Oral Use

N/A

Spain

GlaxoSmithKline, S.A.

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

Clamoxyl 1 g polvo para
suspension oral en sobre

lg

Powder for oral
suspension

Oral Use

N/A

Spain

GlaxoSmithKline, S.A.

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

Clamoxyl 500 mg polvo
para suspension oral en
sobre

500 mg

Powder for oral
suspension

Oral Use

N/A
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Member State | Marketing Authorisation Invented Name Strength | Pharmaceutical form | Route of Content
(in EEA) Holder administration (concentration)
GlaxoSmithKline, S.A.
Clamoxyl 250 mg polvo
. PTM- Severo Ochoa, 2 L Powder for oral
Spain . para suspensioén oral en 250 mg . Oral Use N/A
28760-Tres Cantos (Madrid) suspension
. sobre
Spain
GlaxoSmithKline, S.A.
Clamoxyl 250 mg/ 5 ml
. PTM- Severo Ochoa, 2 L Powder for oral
Spain . polvo para suspensiéon oral | 250 mg . Oral Use 250 mg/ 5 ml
28760-Tres Cantos (Madrid) suspension
. en frasco
Spain
GlaxoSmithKline, S.A.
. PTM- Severo Ochoa, 2 Clamoxyl 1 g Powder and solvent for .
Spain . . 1g . L Intramuscular Use | 1 g/vial
28760-Tres Cantos (Madrid) | intramuscular solution for injection
Spain
Beecham Group plc
. Great West Road
United .
. Brentford Amoxil 250 mg Capsule Oral Use N/A
Kingdom .
Middlesex TW8 9GS
United Kingdom
Beecham Group plc
. Great West Road
United ]
. Brentford Amoxil 500 mg Capsule Oral Use N/A
Kingdom .
Middlesex TW8 9GS
United Kingdom
Beecham Group plc
. Great West Road . .
United Amoxil paediatric Powder for oral
. Brentford ] 125 mg ] Oral Use 125 mg/1.25 ml
Kingdom suspension suspension

Middlesex TW8 9GS
United Kingdom
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Member State | Marketing Authorisation Invented Name Strength | Pharmaceutical form | Route of Content
(in EEA) Holder administration (concentration)
Beecham Group plc
. Great West Road .
United Amoxil sachets 3g sucrose Powder for oral
. Brentford 39 ] Oral Use 39
Kingdom . free suspension
Middlesex TW8 9GS
United Kingdom
Beecham Group plc
. Great West Road .
United L L Powder for solution for Intravenous/
. Brentford Amoxil Vials for Injection 250 mg o 250 mg
Kingdom . injection Intramuscular
Middlesex TW8 9GS
United Kingdom
Beecham Group plc
. Great West Road .
United L L Powder for solution for Intravenous/
. Brentford Amoxil Vials for Injection 500 mg o 500 mg
Kingdom . injection Intramuscular
Middlesex TW8 9GS
United Kingdom
Beecham Group plc
. Great West Road .
United o . Powder for solution for Intravenous/
. Brentford Amoxil Vials for Injection 149 L 1g
Kingdom injection Intramuscular

Middlesex TW8 9GS
United Kingdom
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