ANNEX I
LIST OF THE INVENTED NAMES, PHARMACEUTICAL FORMS, STRENGTHS OF THE

MEDICINAL PRODUCTS, ROUTE OF ADMINISTRATION AND MARKETING
AUTHORISATION HOLDERS IN THE MEMBER STATES
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ATOMOXETINE containing medicinal products with Marketing Authorisation in the European Union

Member State  (Marketing Authorisation Holder Invented Name Strength Pharmaceutical form Route of administration

Germany Lilly Deutschland GmbH STRATTERA 5 mg Smg Capsule, hard Oral use
Saalburgstr. 153 Hartkapseln
D-61350 Bad Homburg

Germany Lilly Deutschland GmbH STRATTERA 10 mg 10 mg Capsule, hard Oral use
Saalburgstr. 153 Hartkapseln
D-61350 Bad Homburg

Germany Lilly Deutschland GmbH STRATTERA 18 mg 18 mg Capsule, hard Oral use
Saalburgstr. 153 Hartkapseln
D-61350 Bad Homburg

Germany Lilly Deutschland GmbH STRATTERA 25 mg 25 mg Capsule, hard Oral use
Saalburgstr. 153 Hartkapseln
D-61350 Bad Homburg

Germany Lilly Deutschland GmbH STRATTERA 40 mg 40 mg Capsule, hard Oral use
Saalburgstr. 153 Hartkapseln
D-61350 Bad Homburg

Germany Eli Lilly and Company Ltd. STRATTERA 60 mg 60 mg Capsule, hard Oral use
Kingsclere Road Hartkapseln
GB-RG21 6XA Basingstoke,
Hampshire

Netherlands Eli Lilly Nederland BV Strattera 5 mg, harde capsules 5 mg Capsule, hard Oral use
Postbus 379
3990 GD Houten, Netherland
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Member State

Marketing Authorisation Holder

Invented Name

Strength

Pharmaceutical form

Route of administration

Netherlands

Eli Lilly Nederland BV
Postbus 379
3990 GD Houten

Strattera 10 mg, harde capsule

10 mg

Capsule, hard

Oral use

Netherlands

Eli Lilly Nederland BV
Postbus 379
3990 GD Houten

Strattera 18 mg, harde capsules

18 mg

Capsule, hard

Oral use

Netherlands

Eli Lilly Nederland BV
Postbus 379
3990 GD Houten

Strattera 25 mg, harde capsules

25 mg

Capsule, hard

Oral use

Netherlands

Eli Lilly Nederland BV
Postbus 379
3990 GD Houten

Strattera 40 mg, harde capsules

40 mg

Capsule, hard

Oral use

Netherlands

Eli Lilly Nederland BV
Postbus 379
3990 GD Houten

Strattera 60 mg, harde capsules

60 mg

Capsule, hard

Oral use

Norway

Eli Lilly Norge AS, Grenseveien 99,
P.O.Box 6090 Etterstad, NO-0601
Oslo, Norway

Strattera

Capsule, hard

Oral use

Norway

Eli Lilly Norge AS, Grenseveien 99,
P.O.Box 6090 Etterstad, NO-0601
Oslo, Norway

Strattera

10 mg

Capsule, hard

Oral use
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Member State (Marketing Authorisation Holder Invented Name Strength Pharmaceutical form Route of administration
Norway Eli Lilly Norge AS, Grenseveien 99,  |Strattera 18 mg Capsule, hard Oral use
P.O.Box 6090 Etterstad, NO-0601
Oslo, Norway
Norway Eli Lilly Norge AS, Grenseveien 99,  |Strattera 25 mg Capsule, hard Oral use
P.O.Box 6090 Etterstad, NO-0601
Oslo, Norway
Norway Eli Lilly Norge AS, Grenseveien 99, |Strattera 40 mg Capsule, hard Oral use
P.O.Box 6090 Etterstad, NO-0601
Oslo, Norway
Norway Eli Lilly Norge AS, Grenseveien 99, |Strattera 60 mg Capsule, hard Oral use
P.O.Box 6090 Etterstad, NO-0601
Oslo, Norway
United Eli Lilly & Company Limited; Lilly Strattera Smg Capsule,hard Oral use
Kingdom House, Priestley Road; Basingstoke,
Hants RG24 9NL; UK
United Eli Lilly & Company Limited; Lilly Strattera 10mg Capsule,hard Oral use
Kingdom House, Priestley Road; Basingstoke,
Hants RG24 9NL; UK
United Eli Lilly & Company Limited; Lilly Strattera 18mg Capsule,hard Oral use
Kingdom House, Priestley Road; Basingstoke,

Hants RG24 9NL; UK
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Member State (Marketing Authorisation Holder Invented Name Strength Pharmaceutical form Route of administration
United Eli Lilly & Company Limited; Lilly  |Strattera 25mg Capsule,hard Oral use
Kingdom House, Priestley Road; Basingstoke,
Hants RG24 9NL; UK
United Eli Lilly & Company Limited; Lilly  |Strattera 40mg Capsule,hard Oral use
Kingdom House, Priestley Road; Basingstoke,
Hants RG24 9NL; UK
United Eli Lilly & Company Limited; Lilly  |Strattera 60mg Capsule,hard Oral use
Kingdom House, Priestley Road; Basingstoke,

Hants RG24 9NL; UK

CITALOPRAM containing medicinal products with Marketing Authorisation in the European Union

Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration
Austria 1A Pharma GmbH, Degengasse 70, Citalopram “1A Pharma” 20mg- 20mg Film-coated tablet Oral use
1160 Wien, Austria Filmtabletten
Austria Arcana Arzneimittel GmbH, Citalopram “Arcana” 10mg- 10mg Film-coated tablet Oral use
Zimbagasse 5, 1147 Wien, Austria Filmtabletten
Austria Arcana Arzneimittel GmbH, Citalopram “Arcana” 20mg- 20mg Film-coated tablet Oral use
Zimbagasse 5, 1147 Wien, Austria Filmtabletten
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Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration
Austria Arcana Arzneimittel GmbH, Citarcana 10mg-Filmtabletten 10mg Film-coated tablet Oral use
Zimbagasse 5, 1147 Wien, Austria
Austria Arcana Arzneimittel GmbH, Citarcana 20mg-Filmtabletten 20mg Film-coated tablet Oral use
Zimbagasse 5, 1147 Wien, Austria
Austria Genericon Pharma Ges.m.b.H., Citalopram “Genericon” 10mg- 10mg Film-coated tablet Oral use
SchloBplatz 1, 8502 Lannach, Austria |Filmtabletten
Austria Genericon Pharma Ges.m.b.H., Citalopram “Genericon” 20mg- 20mg Film-coated tablet Oral use
SchloBplatz 1, 8502 Lannach, Austria |Filmtabletten
Austria Genericon Pharma Ges.m.b.H., Citalopram “Genericon” 40mg- 40mg Film-coated tablet Oral use
SchloBplatz 1, 8502 Lannach, Austria |Filmtabletten
Austria Gerot Pharmazeutika Ges.m.b.H., Eostar 10mg-Filmtabletten 10mg Film-coated tablet Oral use
Arnethgasse 3, 1160 Wien, Austria
Austria Gerot Pharmazeutika Ges.m.b.H., Eostar 20mg-Filmtabletten 20mg Film-coated tablet Oral use
Arnethgasse 3, 1160 Wien, Austria
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Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration
Austria Gerot Pharmazeutika Ges.m.b.H., Eostar 40mg-Filmtabletten 40mg Film-coated tablet Oral use
Arnethgasse 3, 1160 Wien, Austria
Austria Hexal Pharma GmbH, Wilhelminenstr. |Citalopram “Hexal” 20mg- 20mg Film-coated tablet Oral use
91, 1160 Wien, Austria Filmtabletten
Austria Hexal Pharma GmbH, Wilhelminenstr. |Citalopram “Hexal” 30mg- 30mg Film-coated tablet Oral use
91, 1160 Wien, Austria Filmtabletten
Austria Hexal Pharma GmbH, Wilhelminenstr. |Citalopram “Hexal” 40mg- 40mg Film-coated tablet Oral use
91, 1160 Wien, Austria Filmtabletten
Austria Hexal Pharma GmbH, Wilhelminenstr. |Citalopram “Hexal” 60mg- 60mg Film-coated tablet Oral use
91, 1160 Wien, Austria Filmtabletten
Austria Hexal Pharma GmbH, Wilhelminenstr. |Citalhexal 20mg-Filmtabletten 20mg Film-coated tablet Oral use
91, 1160 Wien, Austria
Austria Interpharm Produktions Ges.m.b.H., |Citalopram “Interpharm” 10mg- 10mg Film-coated tablet Oral use
Dr. Karl Lueger Ring 6, 1010 Wien, |Filmtabletten
Austria
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Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration
Austria Interpharm Produktions Ges.m.b.H., |Citalopram “Interpharm” 20mg- 20mg Film-coated tablet Oral use
Dr. Karl Lueger Ring 6, 1010 Wien, |Filmtabletten
Austria
Austria Interpharm Produktions Ges.m.b.H., |Citalopram “Interpharm” 40mg- 40mg Film-coated tablet Oral use
Dr. Karl Lueger Ring 6, 1010 Wien, |Filmtabletten
Austria
Austria Lannacher Heilmittel GmbH, Pram 10mg-Filmtabletten 10mg Film-coated tablet Oral use
SchloBplatz 1, 8502 Lannach, Austria
Austria Lannacher Heilmittel GmbH, Pram 20mg-Filmtabletten 20mg Film-coated tablet Oral use
SchloBplatz 1, 8502 Lannach, Austria
Austria Lannacher Heilmittel GmbH, Pram 40mg-Filmtabletten 40mg Film-coated tablet Oral use
SchloBplatz 1, 8502 Lannach, Austria
Austria Lundbeck Austria GmbH, Dresdner  |Seropram 20mg-Filmtabletten 20mg Film-coated tablet Oral use
StraBe 82, 1200 Wien, Austria
Austria Lundbeck Austria GmbH, Dresdner  |Seropram 10mg-Filmtabletten 10 mg Film-coated tablet Oral use
Strafle 82, 1200 Wien, Austria
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Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration
Austria Lundbeck Austria GmbH, Dresdner  |Seropram 40mg/ml-Tropfen 40 mg/ml Oral drops, solution Oral use
Strale 82, 1200 Wien, Austria
Austria Lundbeck Austria GmbH, Dresdner  |Seropram 20mg-Konzentrat zur 20mg Concentrate for solution (Intravenous use
Strale 82, 1200 Wien, Austria Infusionsbereitung for infusion
Austria Lundbeck Austria GmbH, Dresdner  |Seropram 40mg-Konzentrat zur 40mg Concentrate for solution |Intravenous use
Strafle 82, 1200 Wien, Austria Infusionsbereitung for infusion
Austria Ratiopharm Arzneimittel Vertriebs Citalopram ,,ratiopharm* 10mg- 10mg Film-coated tablet Oral use
Ges.m.b.H., Albert Schweitzer-Gasse |Filmtabletten
3, 1140 Wien, Austria
Austria Ratiopharm Arzneimittel Vertriebs Citalopram ,,ratiopharm® 20mg- 20mg Film-coated tablet Oral use
Ges.m.b.H., Albert Schweitzer-Gasse [Filmtabletten
3, 1140 Wien, Austria
Austria Sandoz GmbH, Biochemiestrale 10, |Citalopram Sandoz 10mg- 10mg Film-coated tablet Oral use
6250 Kundl/Tirol, Austria Filmtabletten
Austria Sandoz GmbH, Biochemiestrale 10, |Citalopram Sandoz 20mg- 20mg Film-coated tablet Oral use
6250 Kundl/Tirol, Austria Filmtabletten
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Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration
Austria Stada Arzneimittel GmbH, Citalostad 10mg-Filmtabletten 10mg Film-coated tablet Oral use
Muthgasse 36, 1190 Wien, Austria
Austria Stada Arzneimittel GmbH, Citalostad 20mg-Filmtabletten 20mg Film-coated tablet Oral use
Muthgasse 36, 1190 Wien, Austria
Austria Stada Arzneimittel GmbH, Citalostad 40mg-Filmtabletten 40mg Film-coated tablet Oral use
Muthgasse 36, 1190 Wien, Austria
Austria Torrex Pharma Ges.m.b.H., Citalopram “Torrex” 10mg- 10mg Film-coated tablet Oral use
Lange Gasse 76/17, 1080 Wien, Filmtabletten
Austria
Austria Torrex Pharma Ges.m.b.H., Lange Citalopram “Torrex” 20mg- 20mg Film-coated tablet Oral use
Gasse 76/17, 1080 Wien, Austria Filmtabletten
Austria Torrex Pharma Ges.m.b.H., Lange Citalopram “Torrex” 40mg- 40mg Film-coated tablet Oral use
Gasse 76/17, 1080 Wien, Austria Filmtabletten
Austria Torrex Pharma Ges.m.b.H., Lange Citor 10mg-Filmtabletten 10mg Film-coated tablet Oral use
Gasse 76/17, 1080 Wien, Austria
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Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration

Austria Torrex Pharma Ges.m.b.H., Lange Citor 20mg-Filmtabletten 20mg Film-coated tablet Oral use
Gasse 76/17, 1080 Wien, Austria

Belgium AKTUAPHARMA N.V. Cipramil 20 mg Film-coated tablet Oral use
Ambachtenlaan 13 3001 Heverlee

Belgium ARROW GENERICS LIMITED Citalopram arrow 10 mg Film-coated tablet Oral use
Eastman Way Stevenage Hertfordshire
SG14SZ UK

Belgium ARROW GENERICS LIMITED Citalopram arrow 20 mg Film-coated tablet Oral use
Eastman Way Stevenage Hertfordshire
SG14SZ UK

Belgium ARROW GENERICS LIMITED Citalopram arrow 40 mg Film-coated tablet Oral use
Eastman Way Stevenage Hertfordshire
SG14SZ UK

Belgium BEXAL S.P.R.L. Avenue de Tervuren |Citalopram bexal 20 mg Film-coated tablet Oral use
36/B9 1040 Bruxelles

Belgium BEXAL S.P.R.L. Avenue de Tervuren |Citalopram bexal 30 mg Film-coated tablet Oral use
36/B9 1040 Bruxelles
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Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration
Belgium BEXAL S.P.R.L. Avenue de Tervuren |Citalopram bexal 40 mg Film-coated tablet Oral use
36/B9 1040 Bruxelles
Belgium BEXAL S.P.R.L. Avenue de Tervuren [Citalopram bexal 60 mg Film-coated tablet Oral use
36/B9 1040 Bruxelles
Belgium BEXAL S.P.R.L. Avenue de Tervuren |Citalobexal 10 mg Film-coated tablet Oral use
36/B9 1040 Bruxelles
Belgium BEXAL S.P.R.L. Avenue de Tervuren |Citalobexal 20 mg Film-coated tablet Oral use
36/B9 1040 Bruxelles
Belgium BEXAL S.P.R.L. Avenue de Tervuren |Citalobexal 30 mg Film-coated tablet Oral use
36/B9 1040 Bruxelles
Belgium BEXAL S.P.R.L. Avenue de Tervuren |Citalobexal 40 mg Film-coated tablet Oral use
36/B9 1040 Bruxelles
Belgium BEXAL S.P.R.L. Avenue de Tervuren |Citalobexal 60 mg Film-coated tablet Oral use
36/B9 1040 Bruxelles
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Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration
Belgium EUROGENERICS N.V. Heizel Citalopram E.G. 20 mg Film-coated tablet Oral use
Esplanade B 22 1020 Brussel
Belgium EUROGENERICS N.V. Heizel Citalopram Eurogenerics 10 mg Film-coated tablet Oral use
Esplanade B 22 1020 Brussel
Belgium EUROGENERICS N.V. Heizel Citalopram Eurogenerics 20 mg Film-coated tablet Oral use
Esplanade B 22 1020 Brussel
Belgium EUROGENERICS N.V. Heizel Citalopram Eurogenerics 40 mg Film-coated tablet Oral use
Esplanade B 22 1020 Brussel
Belgium LUNDBECK N.V. Moli¢relaan 225  |Cipramil 40 mg/ml Concentrate for solution |Intravenous use
1050 Brussel for injection
Belgium LUNDBECK N.V. Moli¢relaan 225  |Cipramil 10 mg Tablet Oral use
1050 Brussel
Belgium LUNDBECK N.V. Moli¢relaan 225  |Cipramil 20 mg Tablet Oral use
1050 Brussel
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Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration
Belgium LUNDBECK N.V. Moli¢relaan 225  |Cipramil 40 mg Tablet Oral use
1050 Brussel
Belgium LUNDBECK N.V. Moliérelaan 225  |Cipramil 40 mg/ml Oral drops, solution Oral use
1050 Brussel
Belgium LUNDBECK N.V. Moli¢relaan 225  |Citalopram lundbeck 20 mg Film-coated tablet Oral use
1050 Brussel
Belgium MERCK N.V. Brusselsesteenweg 288 |Merck citalopram 20 mg Film-coated tablet Oral use
3090 Overijse
Belgium MERCK N.V. Brusselsesteenweg 288 |Merck citalopram 40 mg Film-coated tablet Oral use
3090 Overijse
Belgium RATIOPHARM S.A. Rue St. Lambert |Citalopram ratiopharm 20 mg Film-coated tablet Oral use
141 1200 Bruxelles
Belgium SANDOZ N.V. Medialaan 40 1800 Citalopram Sandoz 10 mg Film-coated tablet Oral use
Vilvoorde
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Pharmaceutical form

Route of administration

Belgium SANDOZ N.V. Medialaan 40 1800 Citalopram Sandoz 20 mg Film-coated tablet Oral use
Vilvoorde

Belgium SANDOZ N.V. Medialaan 40 1800 Citalopram Sandoz 40 mg Film-coated tablet Oral use
Vilvoorde

Belgium THEVA PHARMA BELGIUM N.V. |Citalopram teva 20 mg Film-coated tablet Oral use
Laarstraat 16 2610 WILRIJK

Belgium TIEFENBACHER Gmbh Van Der Citalopram Omega Farma 10 mg Film-coated tablet Oral use
Smissenstrasse 1 D-22767 Hamburg

Belgium TIEFENBACHER Gmbh Van Der Citalopram Omega Farma 20 mg Film-coated tablet Oral use
Smissenstrasse 1 D-22767 Hamburg

Belgium TIEFENBACHER Gmbh Van Der Citalopram Omega Farma 40 mg Film-coated tablet Oral use
Smissenstrasse 1 D-22767 Hamburg

Cyprus C G PAPALOISOU LTD, 25 SEROPRAM 20 mg Tablet Oral use
ACROPOLEOS STR, 1ST FLOOR,
P.0.BOX 21148, ACROPOLIS 1502
LEFKOSIA, CYPRUS
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Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration
Czech H.LUNDBECK A/S, Seropram 40mg/ml Concentrate for solution (Intravenous use
Republic COPENHAGEN-VALBY for infusion

Ottilavej 10, DENMARK
Czech H.LUNDBECK A/S, Seropram 20mg 10 mg Film-coated tablet Oral use
Republic COPENHAGEN-VALBY

Ottilavej 10, DENMARK
Czech H.LUNDBECK A/S, Seropram 10mg 20 mg Film-coated tablet Oral use
Republic COPENHAGEN-VALBY

Ottilavej 10, DENMARK
Czech H.LUNDBECK A/S, Seropram 40 mg/ml 40mg/ml Oral drops, solution Oral use
Republic COPENHAGEN-VALBY

Ottilavej 10, DENMARK
Czech H.LUNDBECK A/S, Apertia 20 mg 20 mg Film-coated tablet Oral use
Republic COPENHAGEN-VALBY

Ottilavej 9, DENMARK
Czech H.LUNDBECK A/S, Cipram 20 mg 20 mg Film-coated tablet Oral use
Republic COPENHAGEN-VALBY

Ottilavej 9, DENMARK
Czech H.LUNDBECK A/S, Sepram 20 mg 20 mg Film-coated tablet Oral use
Republic COPENHAGEN-VALBY

Ottilavej 9, DENMARK
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Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration
Czech LANNACHER HEILMITTEL Pram 10 mg 10 mg Film-coated tablet Oral use
Republic GMBH, 8502 LANNACH

Schlossplatz 1, AUSTRIA
Czech LANNACHER HEILMITTEL Pram 20 mg 20 mg Film-coated tablet Oral use
Republic GMBH, 8502 LANNACH

Schlossplatz 1, AUSTRIA
Czech LANNACHER HEILMITTEL Pram 40 mg 40 mg Film-coated tablet Oral use
Republic GMBH, 8502 LANNACH

Schlossplatz 1, AUSTRIA
Czech LICHTENSTEIN Cita 10 mg film — coated tablets 10 mg Film-coated tablet Oral use
Republic PHARMAZEUTIKA GmbH & Co.,

Industriestrasse 10,

82256 Fiirstenfeldbruck, GERMANY
Czech LICHTENSTEIN Cita 20mg film — coated tablets 20 mg Film-coated tablet Oral use
Republic PHARMAZEUTIKA GmbH & Co.,

Industriestrasse 10,

82256 Firstenfeldbruck, GERMANY
Czech LICHTENSTEIN Cita 40 mg film — coated tablets 40 mg Film-coated tablet Oral use
Republic PHARMAZEUTIKA GmbH & Co.,

Industriestrasse 10,

82256 Fiirstenfeldbruck, GERMANY
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Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration
Czech RANBAXY (UK) LTD., EALING, Zyloram 10 mg tablety 10 mg Film-coated tablet Oral use
Republic LONDON

Park Lane 95, W1Y 3TA Mayfair,

London, UK
Czech RANBAXY (UK) LTD., EALING, Zyloram 20 mg tablety 20 mg Film-coated tablet Oral use
Republic LONDON

Park Lane 95, W1Y 3TA Mayfair,

London, UK
Czech RANBAXY (UK) LTD., EALING, Zyloram 40 mg tablety 40 mg Film-coated tablet Oral use
Republic LONDON

Park Lane 95, W1Y 3TA Mayfair,

London, UK
Czech SANDOZ GMBH, KUNDL Citalon 10 10 mg Film-coated tablet Oral use
Republic Biochemiestrasse 10

6250 Kundl, AUSTRIA
Czech SANDOZ GMBH, KUNDL Citalon 20 20 mg Film-coated tablet Oral use
Republic Biochemiestrasse 10

6250 Kundl, AUSTRIA
Czech SANDOZ GMBH, KUNDL Citalon 40 40 mg Film-coated tablet Oral use
Republic Biochemiestrasse 10

6250 Kundl, AUSTRIA
Czech TORREX PHARMA S.R.O., Cerotor 10 mg 10 mg Film-coated tablet Oral use
Republic 140 00 PRAHA

Na Kvétnici 33, CZECH REPUBLIC
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Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration
Czech TORREX PHARMA S.R.O., Cerotor 20 mg 20 mg Film-coated tablet Oral use
Republic 140 00 PRAHA
Na Kvétnici 33, CZECH REPUBLIC
Czech TORREX PHARMA S.R.O., Cerotor 40 mg 40 mg Film-coated tablet Oral use
Republic 140 00 PRAHA
Na Kvétnici 33, CZECH REPUBLIC
Czech ZENTIVA A.S., 102 37 PRAHA Citalec 10 10 mg Coated tablet Oral use
Republic U Kabelovny 130, Dolni Mécholupy,
CZECH REPUBLIC
Czech ZENTIVA A.S., 102 37 PRAHA Citalec 20 20 mg Coated tablet Oral use
Republic U Kabelovny 130, Dolni Mécholupy,
CZECH REPUBLIC
Czech ZENTIVA A.S., 102 37 PRAHA Citalec 40 40 mg Coated tablet Oral use
Republic U Kabelovny 130, Dolni Mécholupy,
CZECH REPUBLIC
Denmark 1A Farma A/S, Herstedostervej 27-29, |Citalopram "1A Farma" 10 mg Film-coated tablet Oral use
DK-2620 Albertslund, Denmark
Denmark 1A Farma A/S, Herstedostervej 27-29, |Citalopram "1 A Farma" 20 mg Film-coated tablet Oral use
DK-2620 Albertslund, Denmark
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Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration
Denmark 1A Farma A/S, Herstedestervej 27-29, |Citalopram "1A Farma" 30 mg Film-coated tablet Oral use
DK-2620 Albertslund, Denmark
Denmark 1A Farma A/S, Herstedostervej 27-29, |Citalopram "1A Farma" 40 mg Film-coated tablet Oral use
DK-2620 Albertslund, Denmark
Denmark 1A Farma A/S, Herstedostervej 27-29, |Citalopram "1 A Farma" 60 mg Film-coated tablet Oral use
DK-2620 Albertslund, Denmark
Denmark Actavis Nordic A/S, Hammervej 7, Citalopram "Pilva" 10 mg Film-coated tablet Oral use
DK- 2970 Horsholm, Denmark
Denmark Actavis Nordic A/S, Hammervej 7, Citalopram "Pilva" 20 mg Film-coated tablet Oral use
DK- 2970 Hersholm, Denmark
Denmark Actavis Nordic A/S, Hammervej 7, Citalopram "Pilva" 40 mg Film-coated tablet Oral use
DK- 2970 Hersholm, Denmark
Denmark Actavis Nordic A/S, Hammervej 7, Citaham 10 mg Film-coated tablet Oral use
DK-2970 Hersholm, Denmark
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Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration
Denmark Actavis Nordic A/S, Hammervej 7, Citaham 20 mg Film-coated tablet Oral use
DK-2970 Horsholm, Denmark
Denmark Actavis Nordic A/S, Hammervej 7, Citaham 40 mg Film-coated tablet Oral use
DK-2970 Horsholm, Denmark
Denmark Alpharma AS, Harbitzalleen 3, N-0212 |Citalopram "Alpharma" 10 mg Film-coated tablet Oral use
Skoyen, Oslo, Norway
Denmark Alpharma AS, Harbitzalleen 3, N-0212 |Citalopram "Alpharma" 20 mg Film-coated tablet Oral use
Skoyen, Oslo, Norway
Denmark Alpharma AS, Harbitzalleen 3, N-0212 |Citalopram "Alpharma" 40 mg Film-coated tablet Oral use
Skoyen, Oslo, Norway
Denmark Arrow Generics Limited, Unit 2, Citalopram "Arrow" 10 mg Film-coated tablet Oral use
Eastman Way, UK-SG1 4SZ, Hertz,
GB
Denmark Arrow Generics Limited, Unit 2, Citalopram "Arrow" 20 mg Film-coated tablet Oral use
Eastman Way, UK-SG1 4SZ, Hertz,
GB
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Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration
Denmark Arrow Generics Limited, Unit 2, Citalopram "Arrow" 40 mg Film-coated tablet Oral use
Eastman Way, UK-SG1 4SZ, Hertz,
GB
Denmark Billev Pharma Aps, Elmegardsvej 1A, |Rejkapram 10 mg Film-coated tablet Oral use
DK-3630 Jaegerspris, Denmark
Denmark Billev Pharma Aps, Elmegardsvej 1A, |Rejkapram 20 mg Film-coated tablet Oral use
DK-3630 Jaegerspris, Denmark
Denmark Billev Pharma Aps, Elmegardsvej 1A, |Rejkapram 40 mg Film-coated tablet Oral use
DK-3630 Jaegerspris, Denmark
Denmark Copyfarm A/S, Energivej 15, DK-5260|Citalopram "Copyfarm" 10 mg Film-coated tablet Oral use
Odense s, Denmark
Denmark Copyfarm A/S, Energivej 15, DK-5260|Citalopram "Copyfarm" 20 mg Film-coated tablet Oral use
Odense s, Denmark
Denmark Copyfarm A/S, Energivej 15, DK-5260|Citalopram "Copyfarm" 40 mg Film-coated tablet Oral use
Odense s, Denmark
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Marketing Authorisation Holder
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Strength

Pharmaceutical form

Route of administration

Denmark

Desitin Arzneimittel GmbH, Weg beim
Jaeger 214, D-22335 Hamburg,
Germany

Desital

10 mg

Film-coated tablet

Oral use

Denmark

Desitin Arzneimittel GmbH, Weg beim
Jaeger 214, D-22335 Hamburg,
Germany

Desital

20 mg

Film-coated tablet

Oral use

Denmark

Desitin Arzneimittel GmbH, Weg beim
Jaeger 214, D-22335 Hamburg,
Germany

Desital

40 mg

Film-coated tablet

Oral use

Denmark

Durascan Medical Products A/S, C. F.
Tietgens Boulevard 40, DK-5220
Odense S@, Denmark

Citadur

10 mg

Film-coated tablet

Oral use

Denmark

Durascan Medical Products A/S, C. F.
Tietgens Boulevard 40, DK-5220
Odense SO, Denmark

Citadur

20 mg

Film-coated tablet

Oral use

Denmark

Durascan Medical Products A/S, C. F.
Tietgens Boulevard 40, DK-5220
Odense SO, Denmark

Citadur

40 mg

Film-coated tablet

Oral use

Denmark

H. Lundbeck A/S, Ottiliavej 7-9, DK-
2500 Valby, Denmark

Cipramil

10 mg

Film-coated tablet

Oral use

CHMP/117014/2005

23/573

©EMEA 2005




Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration
Denmark H. Lundbeck A/S, Ottiliavej 7-9, DK- |Cipramil 20 mg Film-coated tablet Oral use
2500 Valby, Denmark
Denmark H. Lundbeck A/S, Ottiliavej 7-9, DK- |Cipramil 30 mg Film-coated tablet Oral use
2500 Valby, Denmark
Denmark H. Lundbeck A/S, Ottiliavej 7-9, DK- |Cipramil 40 mg Film-coated tablet Oral use
2500 Valby, Denmark
Denmark H. Lundbeck A/S, Ottiliavej 7-9, DK- |Cipramil 40 mg/ml Oral drops, solution Oral use
2500 Valby, Denmark
Denmark H. Lundbeck A/S, Ottiliavej 7-9, DK- |Cipramil 40 mg/ml Concentrate for solution |Oral use
2500 Valby, Denmark for infusion
Denmark HEXAL A/S, Kanalholmen 8-12, DK- [Citalogea 10 mg Film-coated tablet Oral use
2650 Hvidovre
Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Citalogea 20 mg Film-coated tablet Oral use
2650 Hvidovre
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Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Citalogea 30 mg Film-coated tablet Oral use
2650 Hvidovre
Denmark HEXAL A/S, Kanalholmen 8-12, DK- [Citalogea 40 mg Film-coated tablet Oral use
2650 Hvidovre
Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Citalogea 60 mg Film-coated tablet Oral use
2650 Hvidovre
Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Citalopram "HEXAL" 10 mg Film-coated tablet Oral use
2650 Hvidovre
Denmark HEXAL A/S, Kanalholmen 8-12, DK- [Citalopram "HEXAL" 20 mg Film-coated tablet Oral use
2650 Hvidovre
Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Citalopram "HEXAL" 30 mg Film-coated tablet Oral use
2650 Hvidovre
Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Citalopram "HEXAL" 40 mg Film-coated tablet Oral use
2650 Hvidovre
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Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Citalopram "HEXAL" 60 mg Film-coated tablet Oral use
2650 Hvidovre
Denmark HEXAL A/S, Kanalholmen 8-12, DK- [Citamocal 20 mg Film-coated tablet Oral use
2650 Hvidovre
Denmark HEXAL A/S, Kanalholmen 8-12, DK- [Citamocal 30 mg Film-coated tablet Oral use
2650 Hvidovre
Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Citamocal 40 mg Film-coated tablet Oral use
2650 Hvidovre
Denmark HEXAL A/S, Kanalholmen 8-12, DK- (Citamocal 60 mg Film-coated tablet Oral use
2650 Hvidovre
Denmark HEXAL A/S, Kanalholmen 8-12, DK- [Emaxo 10 mg Film-coated tablet Oral use
2650 Hvidovre
Denmark HEXAL A/S, Kanalholmen 8-12, DK- [Emaxo 20 mg Film-coated tablet Oral use
2650 Hvidovre
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Denmark HEXAL A/S, Kanalholmen 8-12, DK- [Emaxo 30 mg Film-coated tablet Oral use
2650 Hvidovre
Denmark HEXAL A/S, Kanalholmen 8-12, DK- [Emaxo 40 mg Film-coated tablet Oral use
2650 Hvidovre
Denmark HEXAL A/S, Kanalholmen 8-12, DK- [Emaxo 60 mg Film-coated tablet Oral use
2650 Hvidovre
Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Citalopram "Gea" 10 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Denmark HEXAL A/S, Kanalholmen 8-12, DK- (Citalopram "Gea" 20 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Denmark HEXAL A/S, Kanalholmen 8-12, DK- [Citalopram "Gea" 40 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Denmark Ivax Scandinavia AB, Birger Citalopram "IVAX" 10 mg Film-coated tablet Oral use
Jarlsgatan 37, S-11145 Stockholm,
Sweden
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Denmark

Ivax Scandinavia AB, Birger
Jarlsgatan 37, S-11145 Stockholm,
Sweden

Citalopram "[VAX"

20 mg

Film-coated tablet

Oral use

Denmark

Ivax Scandinavia AB, Birger
Jarlsgatan 37, S-11145 Stockholm,
Sweden

Citalopram "IVAX"

40 mg

Film-coated tablet

Oral use

Denmark

Jacobsen Pharma A/S, Vemmingbund
Strandvej 111, DK-6310 Broager,
Denmark

Andepril

10 mg

Film-coated tablet

Oral use

Denmark

Jacobsen Pharma A/S, Vemmingbund
Strandvej 111, DK-6310 Broager,
Denmark

Andepril

20 mg

Film-coated tablet

Oral use

Denmark

Jacobsen Pharma A/S, Vemmingbund
Strandvej 111, DK-6310 Broager,
Denmark

Andepril

40 mg

Film-coated tablet

Oral use

Denmark

Jacobsen Pharma A/S, Vemmingbund
Strandvej 111, DK-6310 Broager,
Denmark

Citacip

10 mg

Film-coated tablet

Oral use

Denmark

Jacobsen Pharma A/S, Vemmingbund
Strandvej 111, DK-6310 Broager,
Denmark

Citacip

20 mg

Film-coated tablet

Oral use
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Denmark Jacobsen Pharma A/S, Vemmingbund |Citacip 40 mg Film-coated tablet Oral use
Strandvej 111, DK-6310 Broager,
Denmark
Denmark Jacobsen Pharma A/S, Vemmingbund |Citalonte 10 mg Film-coated tablet Oral use
Strandvej 111, DK-6310 Broager,
Denmark
Denmark Jacobsen Pharma A/S, Vemmingbund |Citalonte 20 mg Film-coated tablet Oral use
Strandvej 111, DK-6310 Broager,
Denmark
Denmark Jacobsen Pharma A/S, Vemmingbund |Citalonte 40 mg Film-coated tablet Oral use
Strandvej 111, DK-6310 Broager,
Denmark
Denmark NM Pharma A/S, Lautrupvang 8, DK- |Citalopram "NM" 10 mg Film-coated tablet Oral use
2750 Ballerup, Denmark
Denmark NM Pharma A/S, Lautrupvang 8, DK- |Citalopram "NM" 20 mg Film-coated tablet Oral use
2750 Ballerup, Denmark
Denmark NM Pharma A/S, Lautrupvang 8, DK- |Citalopram "NM" 30 mg Film-coated tablet Oral use
2750 Ballerup, Denmark
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Denmark NM Pharma A/S, Lautrupvang 8, DK- |Citalopram "NM" 40 mg Film-coated tablet Oral use
2750 Ballerup, Denmark
Denmark Nycomed Danmark ApS, Langebjerg [Akarin 10 mg Film-coated tablet Oral use
1, DK-4000 Roskilde, Denmark
Denmark Nycomed Danmark ApS, Langebjerg [Akarin 20 mg Film-coated tablet Oral use
1, DK-4000 Roskilde, Denmark
Denmark Nycomed Danmark ApS, Langebjerg |Akarin 30 mg Film-coated tablet Oral use
1, DK-4000 Roskilde, Denmark
Denmark Nycomed Danmark ApS, Langebjerg [Akarin 40 mg Film-coated tablet Oral use
1, DK-4000 Roskilde, Denmark
Denmark PharmaCoDane ApS, Marielundve;j Citalopram "PCD" 10 mg Film-coated tablet Oral use
46A, DK-2730 Herlev, Denmark
Denmark PharmaCoDane ApS, Marielundvej Citalopram "PCD" 20 mg Film-coated tablet Oral use
46A, DK-2730 Herlev, Denmark
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Denmark PharmaCoDane ApS, Marielundvej Citalopram "PCD" 40 mg Film-coated tablet Oral use
46A, DK-2730 Herlev, Denmark
Denmark Ratiopharm GmbH, Graf-Arco-Strasse |Citalopram "Ratiopharm" 10 mg Film-coated tablet Oral use
3, D-89079 Ulm, Germany
Denmark Ratiopharm GmbH, Graf-Arco-Strasse |Citalopram "Ratiopharm" 20 mg Film-coated tablet Oral use
3, D-89079 Ulm, Germany
Denmark Ratiopharm GmbH, Graf-Arco-Strasse |Citalopram "Ratiopharm" 40 mg Film-coated tablet Oral use
3, D-89079 Ulm, Germany
Denmark Ratiopharm GmbH, Graf-Arco-Strasse [Loxopram 10 mg Film-coated tablet Oral use
3, D-89079 Ulm, Germany
Denmark Ratiopharm GmbH, Graf-Arco-Strasse |Loxopram 20 mg Film-coated tablet Oral use
3, D-89079 Ulm, Germany
Denmark Ratiopharm GmbH, Graf-Arco-Strasse |Loxopram 40 mg Film-coated tablet Oral use
3, D-89079 Ulm, Germany
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Denmark Sandoz GmbH, Biochemiestrasse 10, [Citalopram "Biochemie" 10 mg Film-coated tablet Oral use
A-6250 Kundl, Austria
Denmark Sandoz GmbH, Biochemiestrasse 10, |Citalopram "Biochemie" 20 mg Film-coated tablet Oral use
A-6250 Kundl, Austria
Denmark Sandoz GmbH, Biochemiestrasse 10, [Citalopram "Biochemie" 40 mg Film-coated tablet Oral use
A-6250 Kundl, Austria
Estonia ALPHARMA Whiddon CITALOPRAM ALPHARMA 20mg Coated tablet Oral use
ValleyBarnstaple, North Devon TABLETS 20 mg
EX 32 8NS, England
Estonia HEXAL AG, INDUSTRIESTR.25, CIRAL 20 20mg Coated tablet Oral use
83607 HOLZKIRCHEN, Germany
Estonia HEXAL AG, INDUSTRIESTR.25, CIRAL 30 30mg Coated tablet Oral use
83607 HOLZKIRCHEN, Germany
Estonia HEXAL AG, INDUSTRIESTR.25, CIRAL 40 40mg Coated tablet Oral use
83607 HOLZKIRCHEN, Germany
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Estonia HEXAL AG, INDUSTRIESTR.25, CIRAL 60 60mg Coated tablet Oral use
83607 HOLZKIRCHEN, Germany
Estonia LANNACHER HEILMITTEL GmbH, |PRAM 40MG 40mg Film-coated tablet Oral use
Schlossplatz 1, A-8502 Lannach,
Austria
Estonia LANNACHER HEILMITTEL, PRAM 10MG 10mg Film-coated tablet Oral use
Schlossplatz 1, A-8502 Lannach,
Austria
Estonia LANNACHER HEILMITTEL, PRAM 20MG 20mg Film-coated tablet Oral use
Schlossplatz 1, A-8502 Lannach,
Austria
Estonia LECIVA A.S., Dolni Mecholupy 130, |CITALEC 10 10mg Tablet Oral use
102 37 Praha 10, Czech Republic
Estonia LECIVA A.S., Dolni Mecholupy 130, |CITALEC 20 20mg Tablet Oral use
102 37 Praha 10, Czech Republic
Estonia LECIVA A.S., Dolni Mecholupy 130, |CITALEC 40 40mg Tablet Oral use
102 37 Praha 10, Czech Republic
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Estonia LUNDBECK H A/S, Ottiliavej 9, CIPRAMIL 10 MG 10mg Tablet Oral use
2500 Copenhagen-Valby, Denmark

Estonia LUNDBECK H A/S, Ottiliavej 9, CIPRAMIL 20 MG 20mg Tablet Oral use
2500 Copenhagen-Valby, Denmark

Finland Alpharma A/S, Harbitzalleen 3, Citalopram Alpharma 10 mg Film-coated tablet Oral use
Skoyen, 158 SKOYEN, 0212 OSLO,
Norway

Finland Alpharma A/S, Harbitzalleen 3, Citalopram Alpharma 20 mg Film-coated tablet Oral use
Skoyen, 158 SKOYEN, 0212 OSLO,
Norway

Finland Alpharma A/S, Harbitzalleen 3, Citalopram Alpharma 40 mg Film-coated tablet Oral use
Skoyen, 158 SKOYEN, 0212 OSLO,
Norway

Finland Arrow Generics Limited, Unit 2, Citalopram Arrow 10 mg Film-coated tablet Oral use
Eastman Way, Stevenage, HERTS
SG14SZ, United Kingdom

Finland Arrow Generics Limited, Unit 2, Citalopram Arrow 20 mg Film-coated tablet Oral use
Eastman Way, Stevenage, HERTS
SG14SZ, United Kingdom

CHMP/117014/2005 34/573 ©EMEA 2005




Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration

Finland Arrow Generics Limited, Unit 2, Citalopram Arrow 40 mg Film-coated tablet Oral use
Eastman Way, Stevenage, HERTS
SG14SZ, United Kingdom

Finland Desitin Arzneimittel GmbH, Desital 10 mg Film-coated tablet Oral use
Weg beim Jager 214, 22335
HAMBURG, Germany

Finland Desitin Arzneimittel GmbH, Desital 20 mg Film-coated tablet Oral use
Weg beim Jager 214, 22335
HAMBURG, Germany

Finland Desitin Arzneimittel GmbH, Desital 40 mg Film-coated tablet Oral use
Weg beim Jéger 214, 22335
HAMBURG, Germany

Finland H.Lundbeck A/S, Ottiliavej 9, Valby, |Apertia 10 mg Film-coated tablet Oral use
2500 COPENHAGEN, Denmark

Finland H.Lundbeck A/S, Ottiliavej 9, Valby, |Apertia 20 mg Film-coated tablet Oral use
2500 COPENHAGEN, Denmark

Finland H.Lundbeck A/S, Ottiliavej 9, Valby, |Apertia 40 mg Film-coated tablet Oral use
2500 COPENHAGEN, Denmark
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Finland H.Lundbeck A/S, Ottiliavej 9, Valby, |Cipramil 10 mg Film-coated tablet Oral use
2500 COPENHAGEN, Denmark
Finland H.Lundbeck A/S, Ottiliavej 9, Valby, |Cipramil 20 mg Film-coated tablet Oral use
2500 COPENHAGEN, Denmark
Finland H.Lundbeck A/S, Ottiliavej 9, Valby, |Cipramil 30 mg Film-coated tablet Oral use
2500 COPENHAGEN, Denmark
Finland H.Lundbeck A/S, Ottiliavej 9, Valby, [Cipramil 40 mg Film-coated tablet Oral use
2500 COPENHAGEN, Denmark
Finland H.Lundbeck A/S, Ottiliavej 9, Valby, |Cipramil 40 mg/ml Oral drops, solution Oral use
2500 COPENHAGEN, Denmark
Finland H.Lundbeck A/S, Ottiliavej 9, Valby, |Sepram 10 mg Film-coated tablet Oral use
2500 COPENHAGEN, Denmark
Finland H.Lundbeck A/S, Ottiliavej 9, Valby, |Sepram 20 mg Film-coated tablet Oral use
2500 COPENHAGEN, Denmark
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Finland H.Lundbeck A/S, Ottiliavej 9, Valby, |Sepram 30 mg Film-coated tablet Oral use
2500 COPENHAGEN, Denmark

Finland H.Lundbeck A/S, Ottiliavej 9, Valby, |Sepram 40 mg Film-coated tablet Oral use
2500 COPENHAGEN, Denmark

Finland H.Lundbeck A/S, Ottiliavej 9, Valby, |Sepram 40 mg/ml Oral drops, solution Oral use
2500 COPENHAGEN, Denmark

Finland Hexal A/S, Kanalholmen 8-12, 2650 |Citamocal 20 mg Film-coated tablet Oral use
HVIDOVRE, Denmark

Finland Hexal A/S, Kanalholmen 8-12, 2650 [Citamocal 30 mg Film-coated tablet Oral use
HVIDOVRE, Denmark

Finland Hexal A/S, Kanalholmen 8-12, 2650  [Citamocal 40 mg Film-coated tablet Oral use
HVIDOVRE, Denmark

Finland Hexal A/S, Kanalholmen 8-12, 2650  [Citamocal 60 mg Film-coated tablet Oral use

HVIDOVRE, Denmark
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Finland Hexal A/S, Kanalholmen 8-12, 2650 (Emocal 10 mg Film-coated tablet Oral use
HVIDOVRE, Denmark

Finland Hexal A/S, Kanalholmen 8-12, 2650  [Emocal 20 mg Film-coated tablet Oral use
HVIDOVRE, Denmark

Finland Hexal A/S, Kanalholmen 8-12, 2650  [Emocal 40 mg Film-coated tablet Oral use
HVIDOVRE, Denmark

Finland Hexal AG, Industriestrasse 25, 83607 |Citalopram Hexal 10 mg Film-coated tablet Oral use
HOLZKIRCHEN, Germany

Finland Hexal AG, Industriestrasse 25, 83607 |Citalopram Hexal 20 mg Film-coated tablet Oral use
HOLZKIRCHEN, Germany

Finland Hexal AG, Industriestrasse 25, 83607 |Citalopram Hexal 30 mg Film-coated tablet Oral use
HOLZKIRCHEN, Germany

Finland Hexal AG, Industriestrasse 25, 83607 |Citalopram Hexal 40 mg Film-coated tablet Oral use
HOLZKIRCHEN, Germany
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Finland Merck NM AB, Ynglingagatan 14, Citalopram Generics 10 mg Film-coated tablet Oral use
11347, P.Box 22033, S-10435
Stockholm, Sweden
Finland Merck NM AB, Ynglingagatan 14, Citalopram Generics 20 mg Film-coated tablet Oral use
11347, P.Box 22033, S-10435
Stockholm, Sweden
Finland Merck NM AB, Ynglingagatan 14, Citalopram Generics 30 mg Film-coated tablet Oral use
11347, P.Box 22033, S-10435
Stockholm, Sweden
Finland Merck NM AB, Ynglingagatan 14, Citalopram Generics 40 mg Film-coated tablet Oral use
11347, P.Box 22033, S-10435
Stockholm, Sweden
Finland Ratiopharm GmbH, Graf-Arco-Strasse |Citalopram-Ratiopharm 10 mg Film-coated tablet Oral use
3, 89070 ULM, Germany
Finland Ratiopharm GmbH, Graf-Arco-Strasse |Citalopram-Ratiopharm 20 mg Film-coated tablet Oral use
3, 89070 ULM, Germany
Finland Ratiopharm GmbH, Graf-Arco-Strasse |Citalopram-Ratiopharm 40 mg Film-coated tablet Oral use
3, 89070 ULM, Germany
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Finland

Sandoz GmbH, Biochemiestrasse 10,
6250 KUNDL, Austria

Citalopram Sandoz

10 mg

Film-coated tablet

Oral use

Finland

Sandoz GmbH, Biochemiestrasse 10,
6250 KUNDL, Austria

Citalopram Sandoz

20 mg

Film-coated tablet

Oral use

Finland

Sandoz GmbH, Biochemiestrasse 10,
6250 KUNDL, Austria

Citalopram Sandoz

40 mg

Film-coated tablet

Oral use

Finland

Stada Arzneimittel AG, Stadastrasse
2-18,61118 BAD VILBEL,
Germany

Citalopram Stada

10 mg

Film-coated tablet

Oral use

Finland

Stada Arzneimittel AG, Stadastrasse
2-18,61118 BAD VILBEL,
Germany

Citalopram Stada

20 mg

Film-coated tablet

Oral use

Finland

Stada Arzneimittel AG, Stadastrasse
2-18,61118 BAD VILBEL,
Germany

Citalopram Stada

40 mg

Film-coated tablet

Oral use

France

Biogaran
15 boulevard Charles de Gaulle
92707 Colombes cedex- France

Citalopram Set

20 mg

Film-coated tablet

Oral use
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France

G Gam

Europarc

33 rue Auguste perret
94042 creteil cedex

Citalopram G GAM

20 mg

Film-coated tablet

Oral use

France

IVAX

15 rue de I'hotel de ville

92522 Neuilly sur seine Cedex -
France

citalopram Ivax

20 mg

Film-coated tablet

Oral use

France

LABORATOIRE RPG - RANBAXY
PHARMACIE GENERIQUES

4 place Louis Armand

75012 Paris

France

Citalopram RPG

20 mg

Film-coated tablet

Oral use

France

Lundbeck
37 avenue Pierre Premier de Serbie
75008 Paris- France

Seropram

40 mg/1 ml

Concentrate for solution
for infusion

Intravenous use

France

Lundbeck
37 avenue Pierre Premier de Serbie
75008 Paris- France

Seropram

40 mg/1 ml

Concentrate for solution
for infusion

Intravenous use

France

Lundbeck
37 avenue Pierre Premier de Serbie
75008 Paris- France

Seropram

40 mg/1 ml

Oral solution

Oral use

France

Lundbeck
37 avenue Pierre Premier de Serbie
75008 Paris -france

CIAZIL

20 mg

Film-coated tablet

Oral use
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France

Lundbeck
37 avenue Pierre Premier de Serbie
75008 Paris -france

Citalopram Biogaran

20 mg

Film-coated tablet

Oral use

France

Lundbeck
37 avenue Pierre Premier de Serbie
75008 Paris -france

Seropram

20 mg

Film-coated tablet

Oral use

France

Lundbeck
37 avenue Pierre Premier de Serbie
75008 Paris -france

Seropram

40 mg

Film-coated tablet

Oral use

France

Merk Generiques

34 rue Saint Romain
69359 Lyon cedex 08
France

Citalopram Merck

20 mg

Film-coated tablet

Oral use

France

Qualimed

34 rue saint Romain
69008

Lyon- France

Citalopram Qualimed

20 mg

Film-coated tablet

Oral use

France

RATIOPHARM
Graf Arco Strasse 3
89079 Ulm- Germany

Citalopram ratio

20 mg

Film-coated tablet

Oral use

France

RATIOPHARM
Graf Arco Strasse 3
89079 Ulm
Germany

Citalopram ratiopharm

20 mg

Film-coated tablet

Oral use
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France Sandoz Citalopram Sandoz 20 mg Film-coated tablet Oral use
49, avenue Georges Pompidou
92300 Levallois-Perret
France

France WINTHROP médicaments Citalopram IREX 20 mg Film-coated tablet Oral use
174 avenue de France
75013 Paris
France

Germany 1 A Pharma GmbH Citalopram - 1 A Pharma 20 mg 20 mg Film-coated tablet Oral use
Keltenring 1 +3 Filmtabletten
D-82041 Oberhaching

Germany 1 A Pharma GmbH Citalopram - 1 A Pharma 30 mg 30 mg Film-coated tablet Oral use
Keltenring 1 +3 Filmtabletten
D-82041 Oberhaching

Germany 1 A Pharma GmbH Citalopram - 1 A Pharma 40 mg 40 mg Film-coated tablet Oral use
Keltenring 1 + 3 Filmtabletten
D-82041 Oberhaching

Germany 1 A Pharma GmbH Citalopram - 1 A Pharma 60 mg 60 mg Film-coated tablet Oral use
Keltenring 1 + 3 Filmtabletten
D-82041 Oberhaching

Germany 1 A Pharma GmbH Citalopram - 1 A Pharma 10 mg 10 mg Film-coated tablet Oral use
Keltenring 1 +3 Filmtabletten
D-82041 Oberhaching
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Germany 1 A Pharma GmbH Citalopram - 1 A Pharma 20 mg 20 mg Film-coated tablet Oral use
Keltenring 1 + 3 Filmtabletten
D-82041 Oberhaching

Germany 1 A Pharma GmbH Citalopram - 1 A Pharma 30 mg 30 mg Film-coated tablet Oral use
Keltenring 1 + 3 Filmtabletten
D-82041 Oberhaching

Germany 1 A Pharma GmbH Citalopram - 1 A Pharma 40 mg 40 mg Film-coated tablet Oral use
Keltenring 1 +3 Filmtabletten
D-82041 Oberhaching

Germany 1 A Pharma GmbH Citalopram - 1 A Pharma 60 mg 60 mg Film-coated tablet Oral use
Keltenring 1 +3 Filmtabletten
D-82041 Oberhaching

Germany AbZ-Pharma Citalopram AbZ 10 mg 10 mg Film-coated tablet Oral use
Graf-Arco-Str. 3 Filmtabletten
D-89079 Ulm

Germany AbZ-Pharma Citalopram AbZ 20 mg 20 mg Film-coated tablet Oral use
Graf-Arco-Str. 3 Filmtabletten
D-89079 Ulm

Germany AbZ-Pharma Citalopram AbZ 40 mg 40 mg Film-coated tablet Oral use
Graf-Arco-Str. 3 Filmtabletten
D-89079 Ulm
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Germany Alfred E.Tiefenbacher GmbH & Co. |Citalopram Omega 10 mg 10 mg Film-coated tablet Oral use
Van-der-Smissen-Str. 1 Filmtabletten
D-22767 Hamburg

Germany Alfred E.Tiefenbacher GmbH & Co. |Citalopram Omega 20 mg 20 mg Film-coated tablet Oral use
Van-der-Smissen-Str. 1 Filmtabletten
D-22767 Hamburg

Germany Alfred E.Tiefenbacher GmbH & Co. |Citalopram Omega 40 mg 40 mg Film-coated tablet Oral use
Van-der-Smissen-Str. 1 Filmtabletten
D-22767 Hamburg

Germany Alpharma-ISIS GmbH & Co. KG CITALOPRAM-ISIS 10 mg 10 mg Film-coated tablet Oral use
Elisabeth-Selbert-Str. 1 Filmtabletten
D-40764 Langenfeld

Germany Alpharma-ISIS GmbH & Co. KG CITALOPRAM-ISIS 20 mg 20 mg Film-coated tablet Oral use
Elisabeth-Selbert-Str. 1 Filmtabletten
D-40764 Langenfeld

Germany Alpharma-ISIS GmbH & Co. KG CITALOPRAM-ISIS 40 mg 40 mg Film-coated tablet Oral use
Elisabeth-Selbert-Str. 1 Filmtabletten
D-40764 Langenfeld

Germany AWD.pharma GmbH & Co. KG Citalopram AWD 10mg 10 mg Film-coated tablet Oral use
Leipziger Str. 7-13 Filmtabletten
D-01097 Dresden
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Germany AWD.pharma GmbH & Co. KG Citalopram AWD 20mg 20 mg Film-coated tablet Oral use
Leipziger Str. 7-13 Filmtabletten
D-01097 Dresden

Germany AWD.pharma GmbH & Co. KG Citalopram AWD 40mg 40 mg Film-coated tablet Oral use
Leipziger Str. 7-13 Filmtabletten
D-01097 Dresden

Germany Basics GmbH CITALOPRAM BASICS 10 mg 10 mg Film-coated tablet Oral use
Hemmelrather Weg 201 Filmtabletten
D-51377 Leverkusen

Germany Basics GmbH CITALOPRAM BASICS 20 mg 20 mg Film-coated tablet Oral use
Hemmelrather Weg 201 Filmtabletten
D-51377 Leverkusen

Germany Basics GmbH CITALOPRAM BASICS 40 mg |40 mg Film-coated tablet Oral use
Hemmelrather Weg 201 Filmtabletten
D-51377 Leverkusen

Germany BC Biochemie Pharma GmbH Futuril 10 mg Filmtabletten 10 mg Film-coated tablet Oral use
Dieselstr. 5
D-70839 Gerlingen

Germany BC Biochemie Pharma GmbH Futuril 20 mg Filmtabletten 20mg Film-coated tablet Oral use
Dieselstr. 5
D-70839 Gerlingen
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Germany BC Biochemie Pharma GmbH Futuril 40 mg Filmtabletten 40 mg Film-coated tablet Oral use
Dieselstr. 5
D-70839 Gerlingen

Germany Betapharm Arzneimittel GmbH Citalopram beta 20 mg 20 mg Film-coated tablet Oral use
Kobelweg 95 Filmtabletten
D-86156 Augsburg

Germany Betapharm Arzneimittel GmbH Citalopram beta 30 mg 30 mg Film-coated tablet Oral use
Kobelweg 95 Filmtabletten
D-86156 Augsburg

Germany Betapharm Arzneimittel GmbH Citalopram beta 40 mg 40 mg Film-coated tablet Oral use
Kobelweg 95 Filmtabletten
D-86156 Augsburg

Germany Betapharm Arzneimitte]l GmbH Citalopram beta 60 mg 60 mg Film-coated tablet Oral use
Kobelweg 95 Filmtabletten
D-86156 Augsburg

Germany Betapharm Arzneimittel GmbH Citalopram beta 20 mg 20 mg Film-coated tablet Oral use
Kobelweg 95 Filmtabletten
D-86156 Augsburg

Germany Betapharm Arzneimittel GmbH Citalopram beta 30 mg 30mg Film-coated tablet Oral use
Kobelweg 95 Filmtabletten
D-86156 Augsburg
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Germany Betapharm Arzneimitte]l GmbH Citalopram beta 40 mg 40 mg Film-coated tablet Oral use
Kobelweg 95 Filmtabletten
D-86156 Augsburg

Germany Betapharm Arzneimittel GmbH Citalopram beta 60 mg 60 mg Film-coated tablet Oral use
Kobelweg 95 Filmtabletten
D-86156 Augsburg

Germany Biomo pharma GmbH Citalopram-biomo 10mg 10 mg Film-coated tablet Oral use
Josef-Dietzgen-Str. 3
D-53773 Hennef

Germany Biomo pharma GmbH Citalopram-biomo 20mg 20 mg Film-coated tablet Oral use
Josef-Dietzgen-Str. 3
D-53773 Hennef

Germany Biomo pharma GmbH Citalopram-biomo 40mg 40 mg Film-coated tablet Oral use
Josef-Dietzgen-Str. 3
D-53773 Hennef

Germany ct-Arzneimittel GmbH Citalopram-ct 10 mg Filmtabletten |10 mg Film-coated tablet Oral use
Lengeder Str. 42a
D-13407 Berlin

Germany ct-Arzneimittel GmbH Citalopram-ct 20 mg Filmtabletten |20 mg Film-coated tablet Oral use
Lengeder Str. 42a
D-13407 Berlin
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Germany ct-Arzneimittel GmbH Citalopram-ct 40 mg Filmtabletten |40 mg Film-coated tablet Oral use
Lengeder Str. 42a
D-13407 Berlin

Germany Heumann Pharma GmbH & Co. Citalopram Heumann 20 mg 20 mg Film-coated tablet Oral use
Generica KG Filmtabletten
Suedwestpark 50
D-90449 Nuernberg

Germany Heumann Pharma GmbH & Co. Citalopram Heumann 40 mg 40 mg Film-coated tablet Oral use
Generica KG Filmtabletten
Suedwestpark 50
D-90449 Nuernberg

Germany HEXAL AG Citalopram Hexal 10 mg 10 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-83602 Holzkirchen

Germany HEXAL AG Citalopram Hexal 20 mg 20 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-83602 Holzkirchen

Germany HEXAL AG Citalopram Hexal 40 mg 40 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-83602 Holzkirchen

Germany HEXAL AG Citalopram HEXAL 20 mg 20 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten

D-83602 Holzkirchen
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Germany HEXAL AG Citalopram HEXAL 30 mg 30 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-83602 Holzkirchen

Germany HEXAL AG Citalopram HEXAL 40 mg 40 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-83602 Holzkirchen

Germany HEXAL AG Citalopram HEXAL 60 mg 60 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-83602 Holzkirchen

Germany HEXAL AG Megafors 30 mg Filmtabletten 30 mg Film-coated tablet Oral use
Postfach 1263
D-83602 Holzkirchen

Germany HEXAL AG Megafors 60 mg Filmtabletten 60 mg Film-coated tablet Oral use
Postfach 1263
D-83602 Holzkirchen

Germany HEXAL AG Citalophex 60 mg Filmtabletten 60 mg Film-coated tablet Oral use
Postfach 1263
D-83602 Holzkirchen

Germany HEXAL AG Citalopram HEXAL 10 mg 10 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-83602 Holzkirchen
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Germany HEXAL AG Citalopram HEXAL 20 mg 20 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-83602 Holzkirchen

Germany HEXAL AG Citalopram HEXAL 30 mg 30 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-83602 Holzkirchen

Germany HEXAL AG Citalopram HEXAL 40 mg 40 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-83602 Holzkirchen

Germany HEXAL AG Citalopram HEXAL 60 mg 60 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-83602 Holzkirchen

Germany HEXAL AG Citalop 10 mg Filmtabletten 10 mg Film-coated tablet Oral use
Postfach 1263
D-83602 Holzkirchen

Germany Hormosan-Kwizda GmbH Citalopram-Hormosan 10mg 10 mg Film-coated tablet Oral use
Postfach 600340
D-60333 Frankfurt

Germany Hormosan-Kwizda GmbH Citalopram-Hormosan 20mg 20 mg Film-coated tablet Oral use
Postfach 600340
D-60333 Frankfurt
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Hormosan-Kwizda GmbH
Postfach 600340
D-60333 Frankfurt

Germany

Citalopram-Hormosan 40mg

40 mg

Film-coated tablet

Oral use

Juta Pharma GmbH
Gutenbergstr. 13
D-24941 Flensburg

Germany

Citalo-Q 10 mg Filmtabletten

10 mg

Film-coated tablet

Oral use

Juta Pharma GmbH
Gutenbergstr. 13
D-24941 Flensburg

Germany

Citalo-Q 20 mg Filmtabletten

20 mg

Film-coated tablet

Oral use

Juta Pharma GmbH
Gutenbergstr. 13
D-24941 Flensburg

Germany

Citalo-Q 40 mg Filmtabletten

40 mg

Film-coated tablet

Oral use

Krewel Meuselbach GmbH
Postfach 1263
D-53775 Eitorf

Germany

Megafors 20 mg Filmtabletten

20 mg

Film-coated tablet

Oral use

Krewel Meuselbach GmbH
Postfach 1263
D-53775 Eitorf

Germany

Megafors 40 mg Filmtabletten

40 mg

Film-coated tablet

Oral use

Lundbeck GmbH
Postfach 900662
D-21046 Hamburg

Germany

Apertia 20 mg

20 mg

Film-coated tablet

Oral use
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Germany Lundbeck GmbH Apertia 40 mg 40 mg Film-coated tablet Oral use
Postfach 900662
D-21046 Hamburg

Germany Lundbeck GmbH Cipramil 10 mg 10 mg Film-coated tablet Oral use
Postfach 900662
D-21046 Hamburg

Germany Lundbeck GmbH Cipramil 20 mg 20 mg Film-coated tablet Oral use
Postfach 900662
D-21046 Hamburg

Germany Lundbeck GmbH Cipramil 40 mg 40 mg Film-coated tablet Oral use
Postfach 900662
D-21046 Hamburg

Germany Lundbeck GmbH Cipramil 20 mg Concentrate for solution (Intravenous use
Postfach 900662 Infusionsloesungskonzentrat 20 mg for infusion
D-21046 Hamburg

Germany Lundbeck GmbH Cipramil 40 mg Concentrate for solution |Intravenous use
Postfach 900662 Infusionsloesungskonzentrat 40 mg for infusion
D-21046 Hamburg

Germany Merck dura GmbH Citadura 10 mg Filmtabletten 10 mg Film-coated tablet Oral use
Postfach 100635
D-64206 Darmstadt
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Germany Merck dura GmbH Citadura 20 mg Filmtabletten 20 mg Film-coated tablet Oral use
Postfach 100635
D-64206 Darmstadt

Germany Merck dura GmbH Citadura 40 mg Filmtabletten 40 mg Film-coated tablet Oral use
Postfach 100635
D-64206 Darmstadt

Germany Merck dura GmbH Citalopram dura 10 mg 10 mg Film-coated tablet Oral use
Postfach 100635 Filmtabletten
D-64206 Darmstadt

Germany Merck dura GmbH Citalopram dura 20 mg 20 mg Film-coated tablet Oral use
Postfach 100635 Filmtabletten
D-64206 Darmstadt

Germany Merck dura GmbH Citalopram Generics 20 mg 20 mg Film-coated tablet Oral use
Postfach 100635 Filmtabletten
D-64206 Darmstadt

Germany Merck dura GmbH Citalogen 20 mg Filmtabletten 20 mg Film-coated tablet Oral use
Postfach 100635
D-64206 Darmstadt

Germany Merck dura GmbH Citalopram dura 40 mg 40 mg Film-coated tablet Oral use
Postfach 100635 Filmtabletten
D-64206 Darmstadt
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Germany Neuraxpharm Arzneimittel GmbH & |Citalopram-neuraxpharm 10 mg 10 mg Film-coated tablet Oral use
Co.KG
Postfach 400455
D-40244 Langenfeld
Germany Neuraxpharm Arzneimittel GmbH & |Citalopram-neuraxpharm 20 mg 20 mg Film-coated tablet Oral use
Co.KG
Postfach 400455
D-40244 Langenfeld
Germany Neuraxpharm Arzneimittel GmbH & |Citalopram-neuraxpharm 40 mg 40 mg Film-coated tablet Oral use
Co.KG
Postfach 400455
D-40244 Langenfeld
Germany Ratiopharm GmbH Citalopram-ratiopharm 10 mg 10 mg Film-coated tablet Oral use
Graf-Arco-Strasse 3 Filmtabletten
D-89070 Ulm
Germany Ratiopharm GmbH Citalopram-ratiopharm 20 mg 20 mg Film-coated tablet Oral use
Graf-Arco-Strasse 3 Filmtabletten
D-89070 Ulm
Germany Ratiopharm GmbH Citalopram-ratiopharm 40 mg 40 mg Film-coated tablet Oral use
Graf-Arco-Strasse 3 Filmtabletten
D-89070 Ulm
Germany Sandoz Pharmaceuticals GmbH Citalopram Sandoz 10 mg 10 mg Film-coated tablet Oral use
Dieselstr. 5 Filmtabletten
D-70839 Gerlingen
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Germany Sandoz Pharmaceuticals GmbH Citalopram Sandoz 20 mg 20 mg Film-coated tablet Oral use
Dieselstr. 5 Filmtabletten
D-70839 Gerlingen

Germany Sandoz Pharmaceuticals GmbH Citalopram Sandoz 40 mg 40 mg Film-coated tablet Oral use
Dieselstr. 5 Filmtabletten
D-70839 Gerlingen

Germany SIEMENS & CO Citalophex 10 mg Filmtabletten 10 mg Film-coated tablet Oral use
Postfach 1262
D-56119 Bad Ems

Germany SIEMENS & CO Citalophex 20 mg Filmtabletten 20 mg Film-coated tablet Oral use
Postfach 1262
D-56119 Bad Ems

Germany SIEMENS & CO Citalophex 30 mg Filmtabletten 30 mg Film-coated tablet Oral use
Postfach 1262
D-56119 Bad Ems

Germany SIEMENS & CO Citalophex 40 mg Filmtabletten 40 mg Film-coated tablet Oral use
Postfach 1262
D-56119 Bad Ems

Germany Stadapharm GmbH Citalopram AL 10 mg Filmtabletten |10 mg Film-coated tablet Oral use
Stadastr. 2-18
D-61118 Bad Vilbel

CHMP/117014/2005 56/573 ©EMEA 2005




Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration

Germany Stadapharm GmbH Citalopram AL 20 mg Filmtabletten |20 mg Film-coated tablet Oral use
Stadastr. 2-18
D-61118 Bad Vilbel

Germany Stadapharm GmbH Citalopram AL 40 mg Filmtabletten [40 mg Film-coated tablet Oral use
Stadastr. 2-18
D-61118 Bad Vilbel

Germany Stadapharm GmbH Citalopram AL 10 mg Filmtabletten |10 mg Film-coated tablet Oral use
Stadastr. 2-18
D-61118 Bad Vilbel

Germany Stadapharm GmbH Citalopram AL 20 mg Filmtabletten |20 mg Film-coated tablet Oral use
Stadastr. 2-18
D-61118 Bad Vilbel

Germany Stadapharm GmbH Citalopram AL 40 mg Filmtabletten [40 mg Film-coated tablet Oral use
Stadastr. 2-18
D-61118 Bad Vilbel

Germany TAD Pharma GmbH Citalopram TAD 20 mg 20 mg Film-coated tablet Oral use
Postfach 720 Filmtabletten
D-27457 Cuxhaven

Germany TAD Pharma GmbH Citalopram TAD 40 mg 40 mg Film-coated tablet Oral use
Postfach 720 Filmtabletten
D-27457 Cuxhaven
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Germany

Temmler Pharma GmbH & Co.KG

Postfach 2269
D-35010 Marburg

Serital 10 mg Filmtabletten

10 mg

Film-coated tablet

Oral use

Germany

Temmler Pharma GmbH & Co.KG

Postfach 2269
D-35010 Marburg

Serital 20 mg Filmtabletten

20 mg

Film-coated tablet

Oral use

Germany

Temmler Pharma GmbH & Co.KG

Postfach 2269
D-35010 Marburg

Serital 40 mg Filmtabletten

40 mg

Film-coated tablet

Oral use

Germany

Winthrop Arzneimittel GmbH
Industriestr. 10
D-82256 Fuerstenfeldbruck

CitaLich 10 mg Filmtabletten

10 mg

Film-coated tablet

Oral use

Germany

Winthrop Arzneimitte]l GmbH
Industriestr. 10
D-82256 Fuerstenfeldbruck

CitaLich 20 mg Filmtabletten

20 mg

Film-coated tablet

Oral use

Germany

Winthrop Arzneimitte]l GmbH
Industriestr. 10
D-82256 Fuerstenfeldbruck

CitaLich 40 mg Filmtabletten

40 mg

Film-coated tablet

Oral use

Greece

ALVIA AE, 18Km Leoforos

Marathonos, 15344 Pallini Attikis,

Greece

CITALOPRAM/ALVIA

20mg

Film-coated tablet

Oral use
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Greece

ALVIA AE, 18Km Leoforos
Marathonos, 15344 Pallini Attikis,
Greece

CITALOPRAM/ALVIA

40mg/ml

Oral drops, solution

Oral use

Greece

CHRISPA ALFA,
PHARMACUTICALS, 16Km
Marathonos Av., 15344 Pallini Attikis,
GREECE

PRICITAL

40mg/ml

Oral drops, solution

Oral use

Greece

ELPEN AE, 21Km Leoforos
Marathonos, 19009 Pikermi Attikis,
Greece

CINAPEN

20mg

Film-coated tablet

Oral use

Greece

GENEPHARM AEBE, 18 Km
Marathonos Av., 15351 Palini Attikis,
Greece

CITALOPRAM/GENEPHARM

20mg

Film-coated tablet

Oral use

Greece

GENEPHARM AEBE, 18 Km
Marathonos Av., 15351 Palini Attikis,
Greece

CITALOPRAM/GENEPHARM

40mg/ml

Oral drops, solution

Oral use

Greece

LUNDBECK HELLAS, 64a Kifissias
Aven, 15125 Maroussi, Greece

SEROPRAM

10mg

Film-coated tablet

Oral use

Greece

LUNDBECK HELLAS, 64a Kifissias
Aven, 15125 Maroussi, Greece

SEROPRAM

20mg

Film-coated tablet

Oral use
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Greece LUNDBECK HELLAS, 64a Kifissias |[SEROPRAM 40mg Film-coated tablet Oral use
Aven, 15125 Maroussi, Greece
Greece LUNDBECK HELLAS, 64a Kifissias |[SEROPRAM 40mg/ml Concentrate for solution |Intravenous use
Aven, 15125 Maroussi, Greece for infusion
Greece LUNDBECK HELLAS, 64a Kifissias |SEROPRAM 40mg/ml Oral drops, solution Oral use
Aven, 15125 Maroussi, Greece
Greece NOVEXAL HELLAS, Agiou CITALOPRAM/NOVEXAL 20mg Film-coated tablet Oral use
Dimitriou 25, 17455 Kalamaki,
Greece
Greece NOVEXAL HELLAS, Agiou CITALOPRAM/NOVEXAL 10mg Film-coated tablet Oral use
Dimitriou 25, 17455 Kalamaki,
Greece
Greece SANDOZ AUSTRIA, CITALON 20mg Film-coated tablet Oral use
Biochemiestrasse 10, A-6250 Kundl,
Austria
Greece SANDOZ AUSTRIA, CITALON 40mg Film-coated tablet Oral use
Biochemiestrasse 10, A-6250 Kundl,
Austria
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Greece VERISFIELD LTD UK, 41 Chalton |SEROCEL 40mg/ml Oral drops, solution Oral use
Street, London, NW1 1JD, U.K.

Hungary Actavis Nordic A/S, 2970 Horsholm, |OROPRAM 10 mg filmtabletta 10 mg Film-coated tablet Oral use
Hammervej 7. Denmark

Hungary Actavis Nordic A/S, 2970 Horsholm, |OROPRAM 20 mg filmtabletta 20 mg Film-coated tablet Oral use
Hammervej 7. Denmark

Hungary Actavis Nordic A/S, 2970 Horsholm, |OROPRAM 40 mg filmtabletta 40 mg Film-coated tablet Oral use
Hammervej 7. Denmark

Hungary Hexal Hungaria Kft., Timar u. 20, CITAPRAM 20 mg filmtabletta 20 mg Film-coated tablet Oral use
1034 Budapest, Hungary

Hungary Hexal Hungaria Kft., Timar u. 20, CITAPRAM 30 mg filmtabletta 30 mg Film-coated tablet Oral use
1034 Budapest, Hungary

Hungary Hexal Hungaria Kft., Timar u. 20, CITAPRAM 40 mg filmtabletta 40 mg Film-coated tablet Oral use

1034 Budapest, Hungary
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Hungary Hexal Hungéaria Kft., Timar u. 20, CITAPRAM 60 mg filmtabletta 60 mg Film-coated tablet Oral use
1034 Budapest, Hungary
Hungary Lundbeck Hungaria Kft, Montevide6 |APERTIA 20 mg filmtabletta 20 mg Film-coated tablet Oral use
utca 3/B, 1037, Budapest, Hungary
Hungary Lundbeck Hungéria Kft, Montevide6 [CIPRAM 20 mg filmtabletta 20 mg Film-coated tablet Oral use
utca 3/B, 1037, Budapest, Hungary
Hungary Lundbeck Hungéria Kft, Montevide6 [SEPRAM 20 mg filmtabletta 20 mg Film-coated tablet Oral use
utca 3/B, 1037, Budapest, Hungary
Hungary Lundbeck Hungaria Kft, Montevide6 |SEROPRAM 20 mg filmtabletta |20 mg Film-coated tablet Oral use
utca 3/B, 1037, Budapest, Hungary
Hungary Lundbeck Hungaria Kft, Montevide6 |SEROPRAM 20 mg/0,5 ml 20 mg/0,5 ml  |Concentrate for solution |Intravenous infusion
utca 3/B, 1037, Budapest, Hungary koncentratum infiziohoz for infusion
Hungary Lundbeck Hungaria Kft, Montevide6 |SEROPRAM 40 mg/ml cseppek 40 mg/ml Concentrate for solution [Oral use
utca 3/B, 1037, Budapest, Hungary for infusion
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Hungary Merck Generics Limited UK EN61AG |CITAGEN 10 mg filmtabletta 10 mg Film-coated tablet Oral use
Herts, Potters Bar, Darkes Lane,
Albany Gate, U.K.
Hungary Merck Generics Limited UK EN61AG |CITAGEN 20 mg filmtabletta 20 mg Film-coated tablet Oral use
Herts, Potters Bar, Darkes Lane,
Albany Gate, U.K.
Hungary Ranbaxy UK Ltd.Uxbridge Road 97 |ZYLORAM 10 mg filmtabletta 10 mg Film-coated tablet Oral use
London, W5 5TL, UK.
Hungary Ranbaxy UK Ltd.Uxbridge Road 97 |ZYLORAM 20 mg filmtabletta 20 mg Film-coated tablet Oral use
London, W5 5TL, UK.
Hungary Ranbaxy UK Ltd.Uxbridge Road 97 |ZYLORAM 40 mg filmtabletta 40 mg Film-coated tablet Oral use
London, W5 5TL, UK.
Hungary Ratiopharm Hungary Kft., Uzsoki ait |[CITALOPRAM-RATIOPHARM |20 mg Film-coated tablet Oral use
36/A, 1145 Budapest, Hungary 20 mg filmtabletta
Hungary Sandoz GmbH, Biochemiestrasse 10°, |[CITALON 10 mg filmtabletta 10 mg Film-coated tablet Oral use
6250 Kundl, Austria
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Hungary Sandoz GmbH, Biochemiestrasse 10°, |[CITALON 20 mg filmtabletta 20 mg Film-coated tablet Oral use
6250 Kundl, Austria
Hungary Sandoz GmbH, Biochemiestrasse 10°, |[CITALON 40 mg filmtabletta 40 mg Film-coated tablet Oral use
6250 Kundl, Austria
Hungary Torrex Pharma GmbH, Lange gasse = [SEROTOR 10 mg filmtabletta 10 mg Film-coated tablet Oral use
76/12, A-1080 Wien, Austria
Hungary Torrex Pharma GmbH, Lange gasse = [SEROTOR 20 mg filmtabletta 20 mg Film-coated tablet Oral use
76/12, A-1080 Wien, Austria
Hungary Torrex Pharma GmbH, Lange gasse  |SEROTOR 40 mg filmtabletta 40 mg Film-coated tablet Oral use
76/12, A-1080 Wien, Austria
Iceland H. Lundbeck A/Sm 9 Ottiliavej Cipramil 10 mg Film-coated tablet Oral use
DK-2500 Valby
Copenhagen
Iceland H. Lundbeck A/Sm 9 Ottiliavej Cipramil 20 mg Film-coated tablet Oral use
DK-2500 Valby
Copenhagen
CHMP/117014/2005 64/573 ©EMEA 2005




Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration
Iceland H. Lundbeck A/Sm 9 Ottiliavej Cipramil 30 mg Film-coated tablet Oral use
DK-2500 Valby
Copenhagen
Iceland H. Lundbeck A/Sm 9 Ottiliavej Cipramil 40 mg Film-coated tablet Oral use
DK-2500 Valby
Copenhagen
Iceland H. Lundbeck A/Sm 9 Ottiliavej Cipramil 40 mg/ml Oral drops, solution Oral use
DK-2500 Valby
Copenhagen
Iceland H. Lundbeck A/Sm 9 Ottiliave;j Cipramil 40 mg/ml Concentrate for solution [Oral use
DK-2500 Valby for infusion
Copenhagen
Iceland Actavis hf., Reykjavikurvegi 76-78,  |Oropram 10 mg Tablet Oral use
220 Hafnarfjordur, Iceland
Iceland Actavis hf., Reykjavikurvegi 76-78,  |Oropram 20 mg Tablet Oral use
220 Hafnarfjordur, Iceland
Iceland Actavis hf., Reykjavikurvegi 76-78,  |Oropram 30 mg Tablet Oral use
220 Hafnarfjordur, Iceland
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Iceland

Actavis hf., Reykjavikurvegi 76-78,
220 Hafnarfjérour, Iceland

Oropram

40 mg

Tablet

Oral use

Ireland

Clonmel Healthcare Limited,
Waterford Road, Clonmel, Co.
Tipperary, Ireland

Ciprotan

10 mg

Film-coated tablet

Oral use

Ireland

Clonmel Healthcare Limited,
Waterford Road, Clonmel, Co.
Tipperary, Ireland

Ciprotan

20 mg

Film-coated tablet

Oral use

Ireland

Clonmel Healthcare Limited,
Waterford Road, Clonmel, Co.
Tipperary, Ireland

Ciprotan

40 mg

Film-coated tablet

Oral use

Ireland

Lundbeck ( Ireland ) Limited,
14 Deansgrange Industrial Estate,
Blackrock, Co. Dublin, Ireland

Cipramil

10 mg

Film-coated tablet

Oral use

Ireland

Lundbeck ( Ireland ) Limited,
14 Deansgrange Industrial Estate,
Blackrock, Co. Dublin, Ireland

Cipramil

20 mg

Film-coated tablet

Oral use

Ireland

Lundbeck ( Ireland ) Limited,
14 Deansgrange Industrial Estate,
Blackrock, Co. Dublin, Ireland

Cipramil

40 mg

Film-coated tablet

Oral use
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Ireland

McDermott Laboratories Ltd t/a
Gerard Laboratories, 35 Baldoyle
Industrial Estate Grange Road,
Dublin 13, Ireland

Ciprager

10 mg

Film-coated tablet

Oral use

Ireland

McDermott Laboratories Ltd t/a
Gerard Laboratories, 35 Baldoyle
Industrial Estate Grange Road,
Dublin 13, Ireland

Ciprager

20 mg

Film-coated tablet

Oral use

Ireland

McDermott Laboratories Ltd t/a
Gerard Laboratories, 35 Baldoyle
Industrial Estate Grange Road,
Dublin 13, Ireland

Ciprager

40 mg

Film-coated tablet

Oral use

Ireland

Pinewood Laboratories Ltd
Ballymacarbry, Clonmel, Co.
Tipperary, Ireland

Ciprapinie

10 mg

Film-coated tablet

Oral use

Ireland

Pinewood Laboratories Ltd
Ballymacarbry, Clonmel, Co.
Tipperary, Ireland

Ciprapinie

20 mg

Film-coated tablet

Oral use

Ireland

Pinewood Laboratories Ltd
Ballymacarbry, Clonmel, Co.
Tipperary, Ireland

Ciprapinie

40 mg

Film-coated tablet

Oral use

Ireland

Ranbaxy Ireland Limited, Cork Road,
Cashel, Co. Tipperary, Ireland

Citalopram

10mg

Film-coated tablet

Oral use
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Ireland

Ranbaxy Ireland Limited, Cork Road,
Cashel, Co. Tipperary, Ireland

Citalopram

20mg

Film-coated tablet

Oral use

Ireland

Ranbaxy Ireland Limited, Cork Road,
Cashel, Co. Tipperary, Ireland

Citalopram

40mg

Film-coated tablet

Oral use

Ireland

Rowex Ltd, Bantry, Co Cork, Ireland

Citalopram

20 mg

Film-coated tablet

Oral use

Italy

Alfred E. Tiefenbacher
(GmbH & Co. KG)
Van-der-Smissen-Str. 1
22767 Hamburg - Germany

Citalopram Omega

20 mg

Film-coated tablet

Oral use

Italy

Alfred E. Tiefenbacher
(GmbH & Co. KG)
Van-der-Smissen-Str. 1
22767 Hamburg - Germany

Citalopram Omega

40 mg

Film-coated tablet

Oral use

Italy

Allen S.p.A.

Via Alessandro Fleming, 2
37100 Verona

Italy

Citalopram Allen

20 mg

Film-coated tablet

Oral use

Italy

Allen S.p.A.

Via Alessandro Fleming, 2
37100 Verona

Italy

Citalopram Allen

40 mg

Film-coated tablet

Oral use
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Italy Arrow Generics Limited Citalopram Arrow 20 mg Film-coated tablet Oral use
Unit 2, Eastman Way
Stevenage, Herts SG1 4SZ
UK
Italy Arrow Generics Limited Citalopram Arrow 40 mg Film-coated tablet Oral use
Unit 2, Eastman Way
Stevenage, Herts SG1 4SZ
UK
Italy Epifarma S.r.I. Pramexyl 20 mg Film-coated tablet Oral use
Via S. Rocco, 6
85033 Episcopia - Potenza
Italy
Italy Epifarma S.r.I. Pramexyl 40 mg Film-coated tablet Oral use
Via S. Rocco, 6
85033 Episcopia - Potenza
Italy
Italy FG S.r.l. Felipram 20 mg Film-coated tablet Oral use
Via S. Rocco, 6
85033 Episcopia - Potenza
Italy
Italy FG Sl Felipram 40 mg Film-coated tablet Oral use
Via S. Rocco, 6
85033 Episcopia - Potenza
Italy
Italy Fidia Farmaceutici S.p.A. Lontax 20 mg Film-coated tablet Oral use
Via Ponte della Fabbrica 3/A
35031 Abano Terme - Padova
Italy
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Italy

Fidia Farmaceutici S.p.A.

Via Ponte della Fabbrica 3/A
35031 Abano Terme - Padova
Italy

Lontax

40 mg

Film-coated tablet

Oral use

Italy

Hexal S.p.A.

Via Paracelso,16

20041 Agrate Brianza - Milano
Italy

Citalopram Hexal

20 mg

Film-coated tablet

Oral use

Italy

Hexal S.p.A.

Via Paracelso,16

20041 Agrate Brianza - Milano
Italy

Citalexal

20 mg

Film-coated tablet

Oral use

Italy

Hexal S.p.A.

Via Paracelso,16

20041 Agrate Brianza - Milano
Italy

Citalopram Hexal

40 mg

Film-coated tablet

Oral use

Italy

Hexal S.p.A.

Via Paracelso, 16

20041 Agrate Brianza - Milano
Italy

Citalexal

40 mg

Film-coated tablet

Oral use

Italy

Lundbeck Italia S.p.A.
Via Fara, 35

20124 Milano

Italy

Seropram

20 mg

Film-coated tablet

Oral use

Italy

Lundbeck Italia S.p.A.
Via Fara, 35

20124 Milano

Italy

Seropram

40 mg

Film-coated tablet

Oral use
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Italy Lundbeck Italia S.p.A. Seropram 40 mg/ml Concentrate for solution (Intravenous use
Via Fara, 35 for infusion
20124 Milano
Italy
Italy Lundbeck Italia S.p.A. Seropram 40 mg/ml Oral drops, solution Oral use
Via Fara, 35
20124 Milano
Italy
Italy Merck Generics Italia S.p.A. Citalopram Merck Generics 20 mg Film-coated tablet Oral use
Via Aquileia, 35
20092 Cinisello Balsamo - Milano
Italy
Italy Merck Generics Italia S.p.A. Citalopram Merck Generics 40 mg Film-coated tablet Oral use
Via Aquileia, 35
20092 Cinisello Balsamo - Milano
Italy
Italy Molteni Farmaceutici S.p.A. Citalopram Molteni 20 mg Film-coated tablet Oral use
Strada Statale, 76 Loc. Granatieri
50018 Scandicci - Firenze
Italy
Italy Molteni Farmaceutici S.p.A. Citalopram Molteni 40 mg Film-coated tablet Oral use
Strada Statale, 76 Loc. Granatieri
50018 Scandicci - Firenze
Italy
Italy Recordati S.p.A. Elopram 20 mg Film-coated tablet Oral use
Via Matteo Civitali, 1
20148 Milano
Italy
CHMP/117014/2005 71/573 ©EMEA 2005




Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration
Italy Recordati S.p.A. Elopram 40 mg Film-coated tablet Oral use
Via Matteo Civitali, 1
20148 Milano
Italy
Italy Recordati S.p.A. Elopram 40 mg/ml Concentrate for solution (Intravenous use
Via Matteo Civitali, 1 for infusion
20148 Milano
Italy
Italy Recordati S.p.A. Elopram 40 mg/ml Oral drops, solution Oral use
Via Matteo Civitali, 1
20148 Milano
Italy
Italy Sandoz S.p.A. Citalopram Sandoz 20 mg Film-coated tablet Oral use
Largo Umberto Boccioni, 1
21040 Origgio - Varese
Italy
Italy Sandoz S.p.A. Citalopram Sandoz 40 mg Film-coated tablet Oral use
Largo Umberto Boccioni, 1
21040 Origgio - Varese
Italy
Italy So. Se. Pharm S.r.l. Frimaind 20 mg Film-coated tablet Oral use
Via Dei Castelli Romani, 22
00040 Pomezia - Roma
Italy
Italy So. Se. Pharm S.r.1. Frimaind 40 mg Film-coated tablet Oral use
Via Dei Castelli Romani, 22
00040 Pomezia - Roma
Italy
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Italy

Winthrop Médicaments
9, boulevard Romain-Rolland
75 159 Paris Cedex 14 - France

Citalopram Winthrop

10 mg

Film-coated tablet

Oral use

Italy

Winthrop Médicaments
9, boulevard Romain-Rolland
75 159 Paris Cedex 14 - France

Citalopram Winthrop

20 mg

Film-coated tablet

Oral use

Italy

Winthrop Médicaments
9, boulevard Romain-Rolland
75 159 Paris Cedex 14 - France

Citalopram Winthrop

40 mg

Film-coated tablet

Oral use

Latvia

Alpharma Ltd, UK, Whiddon Valley
Barnstaple

Devon, EX32 8NS

UNITED KINGDOM

Citalopram Alpharma

20 mg

Coated tablet

Oral use

Latvia

H. Lundbeck A/S, Ottiliavej 9
Valby

DK-2500, Copenhagen
DENMARK

Cipramil

40mg/ml

Concentrate for solution
for infusion

Intravenous use

Latvia

H. Lundbeck A/S, Ottiliavej 9
Valby

DK-2500, Copenhagen
DENMARK

Cipramil

10 mg

Coated tablet

Oral use

Latvia

H. Lundbeck A/S, Ottiliavej 9
Valby

DK-2500, Copenhagen
DENMARK

Cipramil

20 mg

Coated tablet

Oral use
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Latvia

H. Lundbeck A/S, Ottiliavej 9
Valby

DK-2500, Copenhagen
DENMARK

Cipramil

40 mg

Coated tablet

Oral use

Latvia

Hexal, Industriestrasse 25
D - 83607 Holzkirchen
GERMANY

Ciral

20 mg

Coated tablet

Oral use

Latvia

Hexal, Industriestrasse 25
D — 83607 Holzkirchen
GERMANY

Ciral

30 mg

Coated tablet

Oral use

Latvia

Hexal, Industriestrasse 25
D — 83607 Holzkirchen
GERMANY

Ciral

40 mg

Coated tablet

Oral use

Latvia

Hexal, Industriestrasse 25
D — 83607 Holzkirchen
GERMANY

Ciral

60 mg

Coated tablet

Oral use

Latvia

Lannacher Heilmittel GmbH,
Schlofiplatz 1

A-8502 Lannach

AUSTRIA

Pram

10 mg

Coated tablet

Oral use

Latvia

Lannacher Heilmittel GmbH,
SchlofBplatz 1

A-8502 Lannach

AUSTRIA

Pram

20 mg

Coated tablet

Oral use
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Latvia

Lannacher Heilmittel GmbH,
SchloBplatz 1

A-8502 Lannach

AUSTRIA

Pram

40 mg

Coated tablet

Oral use

Latvia

Leciva A.s., CZ, U kabelovny 130
Dolni Mécholupy

CZ —102 37 Praha 10

CZECH REPUBLIC

Citalec

10 mg

Coated tablet

Oral use

Latvia

Leciva A.s., CZ, U kabelovny 130
Dolni Mécholupy

CZ —102 37 Praha 10

CZECH REPUBLIC

Citalec

20 mg

Coated tablet

Oral use

Latvia

Leciva A.s., CZ, U kabelovny 130
Dolni Mécholupy

CZ - 102 37 Praha 10

CZECH REPUBLIC

Citalec

40 mg

Coated tablet

Oral use

Latvia

Ranbaxy (UK) Ltd, 6rd floor,C.P.
House,

97-107 Uxbridge Road,

Ealing, London, W5 5TL
UNITED KINGDOM

Zyloram

10 mg

Tablet

Oral use

Latvia

Ranbaxy (UK) Ltd, 6rd floor,C.P.
House,

97-107 Uxbridge Road,

Ealing, London, W5 5TL
UNITED KINGDOM

Zyloram

20 mg

Tablet

Oral use
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Latvia

Ranbaxy (UK) Ltd, 6rd floor,C.P.
House,

97-107 Uxbridge Road,

Ealing, London, W5 5TL
UNITED KINGDOM

Zyloram

40 mg

Tablet

Oral use

Latvia

Sandoz GmbH, Biochemiestrasse 10
A — 6250 Kundl
AUSTRIA

Citalon

10 mg

Film-coated tablet

Oral use

Latvia

Sandoz GmbH, Biochemiestrasse 10
A — 6250 Kundl
AUSTRIA

Citalon

20 mg

Film-coated tablet

Oral use

Latvia

Sandoz GmbH, Biochemiestrasse 10
A — 6250 Kundl
AUSTRIA

Citalon

40 mg

Film-coated tablet

Oral use

Lithuania

Alpharma Limited, Whiddon Valley,
Barnstaple, North Devon, EX32 8NS,
United Kingdom

Citalopram Alpharma tablets 20 mg

20 mg

Film-coated tablet

Oral use

Lithuania

H.Lundbeck A/S, Ottiliavej 9, DK-
2500 Valby, Denmark

Cipramil

20 mg

Tablet

Oral use

Lithuania

H.Lundbeck A/S, Ottiliavej 9, DK-
2500 Valby, Denmark

Cipramil

40 mg

Tablet

Oral use
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Lithuania Hexal AG, Industriestrasse 25, D-8367 |Ciral 20 20 mg Coated tablet Oral use
Holzkirchen, Germany
Lithuania Hexal AG, Industriestrasse 25, D-8367 |Ciral 30 30 mg Coated tablet Oral use
Holzkirchen, Germany
Lithuania Hexal AG, Industriestrasse 25, D-8367 |Ciral 40 40 mg Coated tablet Oral use
Holzkirchen, Germany
Lithuania Hexal AG, Industriestrasse 25, D-8367 |Ciral 60 60 mg Film-coated tablet Oral use
Holzkirchen, Germany
Lithuania Lannacher Heilmittel Ges.m.b.H., Pram 10 mg Film-coated tablet Oral use
Schlossplatz 1, A-8502 Lannach,
Austria
Lithuania Lannacher Heilmittel Ges.m.b.H., Pram 20 mg Coated tablet Oral use
Schlossplatz 1, A-8502 Lannach,
Austria
Lithuania Lannacher Heilmittel Ges.m.b.H., Pram 40 mg Coated tablet Oral use
Schlossplatz 1, A-8502 Lannach,
Austria
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Lithuania Ranbaxy (UK) Ltd., C.P. House, Zyloram 10 mg Coated tablet Oral use
97/107 Uxbridge Road, Ealing,
London, United Kingdom
Lithuania Ranbaxy (UK) Ltd., C.P. House, Zyloram 20 mg Coated tablet Oral use
97/107 Uxbridge Road, Ealing,
London, United Kingdom
Lithuania Ranbaxy (UK) Ltd., C.P. House, Zyloram 40 mg Coated tablet Oral use
97/107 Uxbridge Road, Ealing,
London, United Kingdom
Lithuania Sandoz GmbH, Biochemiestrasse 10, [Citalon 40 mg Film-coated tablet Oral use
6250 Kundl, Austria
Lithuania Sandoz GmbH, Biochemiestrasse 10, |Citalon 10 mg Coated tablet Oral use
6250 Kundl, Austria
Lithuania Sandoz GmbH, Biochemiestrasse 10, |Citalon 20 mg Coated tablet Oral use
6250 Kundl, Austria
Luxembourg |Chemische Tempelhof GMBH, Citalopram VON CT 10 mg Coated tablet Oral use
Lengedestr. 42A, D-13407 Berlin,
Germany
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Luxembourg |Chemische Tempelhof GMBH, Citalopram VON CT 20 mg Coated tablet Oral use
Lengedestr. 42A, D-13407 Berlin,
Germany

Luxembourg |Chemische Tempelhof GMBH, Citalopram VON CT 40 mg Coated tablet Oral use
Lengedestr. 42A, D-13407 Berlin,
Germany

Luxembourg |Hexal AG, Industriestrasse 25, 83607 |Citalopram Hexal 10 mg Film-coated tablet Oral use
HOLZKIRCHEN, Germany

Luxembourg |Hexal AG, Industriestrasse 25, 83607 |Citalopram Hexal 20 mg Film-coated tablet Oral use
HOLZKIRCHEN, Germany

Luxembourg |Hexal AG, Industriestrasse 25, 83607 |Citalopram Hexal 30 mg Film-coated tablet Oral use
HOLZKIRCHEN, Germany

Luxembourg |Hexal AG, Industriestrasse 25, 83607 |Citalopram Hexal 40 mg Film-coated tablet Oral use
HOLZKIRCHEN, Germany

Luxembourg |Hexal AG, Industriestrasse 25, 83607 |Citalopram Hexal 60 mg Film-coated tablet Oral use
HOLZKIRCHEN, Germany
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Luxembourg |LUNDBECK S.A., 225 AV. Moliére |Cipramil 10 mg Film-coated tablet Oral use
B-1050 Bruxelles
Luxembourg |LUNDBECK S.A., 225 AV. Moliére |Cipramil 20 mg Film-coated tablet Oral use
B-1050 Bruxelles
Luxembourg |LUNDBECK S.A., 225 AV. Moliére |Cipramil 40 mg Film-coated tablet Oral use
B-1050 Bruxelles
Luxembourg |(LUNDBECK S.A., 225 AV. Moliére |Cipramil 4% Solution for infusion Intravenous use
B-1050 Bruxelles
Luxembourg |LUNDBECK S.A., 225 AV. Moliére |Cipramil 40mg/ml Oral Solution Oral use
B-1050 Bruxelles
Luxembourg |MERCK N.V. Brusselsesteenweg 288 |Merck-citalopram 20 mg Film-coated tablet Oral use
3090 Overijse
Luxembourg [SANDOZ S.A., Telecom Gardens, Citalopram Sandoz 20 mg Film-coated tablet Oral use
Mediaalan 40, B-1800 Vilvoorde,
Belgium
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Malta Actavis hf, 3 Oropram 20 mg Tablet Oral use
Reykjavikurvegi 78
220 Hafnarfjérour
Iceland

Malta H Lundbeck AS, 9, Ottilavey, DK Cipram 20 mg Tablet Oral use
2500 Vallay Copenhagen

Netherlands AbZ Pharma GmbH, Postfach 1152, |Citalopram 10 mg AbZ, 10 mg Film-coated tablet Oral use
D-89135 Blaubeuren film coated tablets

Netherlands AbZ Pharma GmbH, Postfach 1152, |Citalopram 20 mg AbZ, 20 mg Film-coated tablet Oral use
D-89135 Blaubeuren film coated tablets

Netherlands AbZ Pharma GmbH, Postfach 1152, |Citalopram 40 mg AbZ, 40 mg Film-coated tablet Oral use
D-89135 Blaubeuren film coated tablets

Netherlands Alfred Tiefenbacher (GmbH & Co. Citalopram Omega 40 mg, film 40 mg Film-coated tablet Oral use
KG) coated tablets
Van-der-Smissen-Strasse 1
22767 Hamburg

Netherlands Alfred Tiefenbacher (GmbH & Co. Citalopram Tiefenbacher 10 mg, 10 mg Film-coated tablet Oral use
KG), Van-der-Smissen-Strasse 1, D-  [film coated tablets
22767 Hamburg
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Netherlands Alfred Tiefenbacher (GmbH & Co. Citalopram Tiefenbacher 20 mg, |20 mg Film-coated tablet Oral use
KG), Van-der-Smissen-Strasse 1, D-  |film coated tablets
22767 Hamburg

Netherlands Alfred Tiefenbacher (GmbH & Co. Citalopram Tiefenbacher 40 mg, 40 mg Film-coated tablet Oral use
KG), Van-der-Smissen-Strasse 1, D-  [film coated tablets
22767 Hamburg

Netherlands Alfred Tiefenbacher (GmbH & Co. Citalopram Omega 10 mg, film 10 mg Film-coated tablet Oral use
KG), Van-der-Smissen-Strasse 1, D-  |coated tablets
22767 Hamburg

Netherlands Alfred Tiefenbacher (GmbH & Co. Citalopram Omega 20 mg, film 20 mg Film-coated tablet Oral use
KG), Van-der-Smissen-Strasse 1, D-  |coated tablets
22767 Hamburg

Netherlands Alfred Tiefenbacher (GmbH & Co. Citalopram Omega 40 mg, film 40 mg Film-coated tablet Oral use
KG), Van-der-Smissen-Strasse 1, D-  |coated tablets
22767 Hamburg

Netherlands Alfred Tiefenbacher (GmbH & Co. Citalopram Omega 10 mg, film 10 mg Film-coated tablet Oral use
KG), Van-der-Smissen-Strasse 1, D-  |coated tablets
22767 Hamburg

Netherlands Alfred Tiefenbacher (GmbH & Co. Citalopram Omega 20 mg, film 20 mg Film-coated tablet Oral use
KG), Van-der-Smissen-Strasse 1, D-  |coated tablets
22767 Hamburg
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Netherlands Alpharma B.V., Postbus 313, NL-3740 |Citalopram Dumex 10 mg, film 10 mg Film-coated tablet Oral use
AH Baarn coated tablets
Netherlands Alpharma B.V., Postbus 313, NL-3740 |Citalopram Dumex 20 mg, film 20 mg Film-coated tablet Oral use
AH Baarn coated tablets
Netherlands Alpharma B.V., Postbus 313, NL-3740 |Citalopram Dumex 40 mg, film 40 mg Film-coated tablet Oral use
AH Baarn coated tablets
Netherlands Arrow Pharma B.V., C/o Resolution, |Citalopram 10 A, film coated 10 mg Film-coated tablet Oral use
Wedgewood Way, Stevenage, UK- tablets
SG1 4 QT Herts
Netherlands Arrow Pharma B.V., C/o Resolution, |Citalopram 20 A, film coated 20 mg Film-coated tablet Oral use
Wedgewood Way, Stevenage, UK- tablets
SG1 4 QT Herts
Netherlands Arrow Pharma B.V., C/o Resolution, |Citalopram 40 A, film coated 40 mg Film-coated tablet Oral use
Wedgewood Way, Stevenage, UK- tablets
SG1 4 QT Herts
Netherlands Betapharm Arzneimittel GmbH, Citalopram beta 20, film coated 20 mg Film-coated tablet Oral use
Kobelweg 95, D-86156 Augsburg tablets
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Netherlands Betapharm Arzneimittel GmbH, Citalopram beta 30, film coated 30 mg Film-coated tablet Oral use
Kobelweg 95, D-86156 Augsburg tablets
Netherlands Betapharm Arzneimittel GmbH, Citalopram beta 40 film coated 40 mg Film-coated tablet Oral use
Kobelweg 95, D-86156 Augsburg tablets
Netherlands Betapharm Arzneimittel GmbH, Citalopram beta 60, film coated 60 mg Film-coated tablet Oral use
Kobelweg 95, D-86156 Augsburg tablets
Netherlands Betapharm Arzneimittel GmbH, Citalopram 20, film coated tablets |20 mg Film-coated tablet Oral use
Kobelweg 95, D-86156 Augsburg
Netherlands Betapharm Arzneimittel GmbH, Citalopram 30, film coated tablets |30 mg Film-coated tablet Oral use
Kobelweg 95, D-86156 Augsburg
Netherlands Betapharm Arzneimittel GmbH, Citalopram 40 film coated tablets |40 mg Film-coated tablet Oral use
Kobelweg 95, D-86156 Augsburg
Netherlands Betapharm Arzneimittel GmbH, Citalopram 60, film coated tablets |60 mg Film-coated tablet Oral use
Kobelweg 95, D-86156 Augsburg
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Netherlands Centrafarm Services B.V., Postbus Citalopram CF 10 mg, film coated |10 mg Film-coated tablet Oral use
289, NL-4870 AG Etten Leur tablets
Netherlands Centrafarm Services B.V., Postbus Citalopram CF 20 mg, film coated |20 mg Film-coated tablet Oral use
289, NL-4870 AG Etten Leur tablets
Netherlands Centrafarm Services B.V., Postbus Citalopram CF 40 mg, film coated |40 mg Film-coated tablet Oral use
289, NL-4870 AG Etten Leur tablets
Netherlands ct Arzneimittel GmbH, Postfach Citalopram 10 ct, film coated 10 mg Film-coated tablet Oral use
510124, D-13361 Berlijn tablets
Netherlands ct Arzneimittel GmbH, Postfach Citalopram 20 ct, film coated 20 mg Film-coated tablet Oral use
510124, D-13361 Berlijn tablets
Netherlands ct Arzneimittel GmbH, Postfach Citalopram 40 ct, film coated 40 mg Film-coated tablet Oral use
510124, D-13361 Berlijn tablets
Netherlands Docpharma NV, Ambachtenlaan 13 H, |Citalopram Doc 10 mg, 10 mg Film-coated tablet Oral use
B-3001 Heverlee film coated tablets
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Netherlands Docpharma NV, Ambachtenlaan 13 H, |Citalopram Doc 20 mg, 20 mg Film-coated tablet Oral use
B-3001 Heverlee film coated tablets

Netherlands Docpharma NV, Ambachtenlaan 13 H, |Citalopram Doc 40 mg, 40 mg Film-coated tablet Oral use
B-3001 Heverlee film coated tablets

Netherlands Fidia Farmaceutici S.p.A., Via Ponte |Lontax 10 mg, 10 mg Film-coated tablet Oral use
della Fabbrica, 3/a, I-35031 Albano film coated tablets
Terme - Padova

Netherlands Fidia Farmaceutici S.p.A., Via Ponte |Lontax 20 mg, 20 mg Film-coated tablet Oral use
della Fabbrica, 3/a, I-35031 Albano film coated tablets
Terme - Padova

Netherlands Fidia Farmaceutici S.p.A., Via Ponte |Lontax 40 mg, 40 mg Film-coated tablet Oral use
della Fabbrica, 3/a, I-35031 Albano film coated tablets
Terme - Padova

Netherlands Genfarma B.V. Citalopram Gf 10 mg, 10 mg Film-coated tablet Oral use
Postbus 2062 film coated tablets
1500 GB Zaandam

Netherlands Genfarma B.V. Citalopram Gf 20 mg, 20 mg Film-coated tablet Oral use
Postbus 2062 film coated tablets
1500 GB Zaandam
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Netherlands Genfarma B.V. Citalopram Gf 40 mg, 40 mg Film-coated tablet Oral use
Postbus 2062 film coated tablets
1500 GB Zaandam
Netherlands Genfarma B.V., Postbus 2062, NL- Citalopram GF 10 mg, 10 mg Film-coated tablet Oral use
1500 GB Zaandam film coated tablets
Netherlands Genfarma B.V., Postbus 2062, NL- Citalopram GF 20 mg, 20 mg Film-coated tablet Oral use
1500 GB Zaandam film coated tablets
Netherlands Genfarma B.V., Postbus 2062, NL- Citalopram GF 40 mg, 40 mg Film-coated tablet Oral use
1500 GB Zaandam film coated tablets
Netherlands Hexal AG, Postfach 1263, D-83602 Citalopram 20, film coated tablets |20 mg Film-coated tablet Oral use
Holzkirchen
Netherlands Hexal AG, Postfach 1263, D-83602 Citalopram 30, film coated tablets |30 mg Film-coated tablet Oral use
Holzkirchen
Netherlands Hexal AG, Postfach 1263, D-83602 Citalopram 40, film coated tablets |40 mg Film-coated tablet Oral use
Holzkirchen
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Netherlands Hexal AG, Postfach 1263, D-83602 Citalopram 60, film coated tablets |60 mg Film-coated tablet Oral use
Holzkirchen
Netherlands Hexal B.V., Postbus 251, NL-2180 AG|Citalopram 10 mg, film coated 10 mg Film-coated tablet Oral use
Hillegom tablets
Netherlands Hexal B.V., Postbus 251, NL-2180 AG|Citalopram 20 mg, film coated 20 mg Film-coated tablet Oral use
Hillegom tablets
Netherlands Hexal B.V., Postbus 251, NL-2180 AG|Citalopram 40 mg, film coated 40 mg Film-coated tablet Oral use
Hillegom tablets
Netherlands Hexal B.V., Postbus 251, NL-2180 AG|Citalopram 10 mg, coated tablets 10 mg Coated tablet Oral use
Hillegom
Netherlands Hexal B.V., Postbus 251, NL-2180 AG |Citalopram 20 mg, coated tablets |20 mg Coated tablet Oral use
Hillegom
Netherlands Hexal B.V., Postbus 251, NL-2180 AG|Citalopram 40 mg, coated tablets |40 mg Coated tablet Oral use
Hillegom
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Netherlands Hexal B.V., Postbus 251, NL-2180 AG|Citalopram 20 mg, film coated 20 mg Film-coated tablet Oral use
Hillegom tablets
Netherlands Hexal B.V., Postbus 251, NL-2180 AG|Citalopram 30 mg, film coated 30 mg Film-coated tablet Oral use
Hillegom tablets
Netherlands Hexal B.V., Postbus 251, NL-2180 AG|Citalopram 40 mg, film coated 40 mg Film-coated tablet Oral use
Hillegom tablets
Netherlands Hexal B.V., Postbus 251, NL-2180 AG|Citalopram 60 mg, film coated 60 mg Film-coated tablet Oral use
Hillegom tablets
Netherlands Hexal B.V., Postbus 251, NL-2180 AG|Citalopram 20 mg, film coated 20 mg Film-coated tablet Oral use
Hillegom tablets
Netherlands Hexal B.V., Postbus 251, NL-2180 AG |Citalopram 30 mg, film coated 30 mg Film-coated tablet Oral use
Hillegom tablets
Netherlands Hexal B.V., Postbus 251, NL-2180 AG|Citalopram 40 mg, film coated 40 mg Film-coated tablet Oral use
Hillegom tablets
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Netherlands Hexal B.V., Postbus 251, NL-2180 AG|Citalopram 60 mg, film coated 60 mg Film-coated tablet Oral use
Hillegom tablets

Netherlands Katwijk Farma B.V. Citalopram 20 mg Katwijk, film 20 mg Film-coated tablet Oral use
Postbus 408 coated tablets
2300 AK Leiden

Netherlands Katwijk Farma B.V. Citalopram 40 mg Katwijk, film 40 mg Film-coated tablet Oral use
Postbus 408 coated tablets
2300 AK Leiden

Netherlands Lichtenstein Pharmazeutika GmbH & |Citalopram Lichtenstein 10 mg, 10 mg Film-coated tablet Oral use
Co. OHG, Industriestrasse 26, D- film coated tablets
56218 Miilheim-Kérlich

Netherlands Lichtenstein Pharmazeutika GmbH & |Citalopram Lichtenstein 20 mg, 20 mg Film-coated tablet Oral use
Co. OHG, Industriestrasse 26, D- film coated tablets
56218 Miilheim-Kérlich

Netherlands Lichtenstein Pharmazeutika GmbH & |Citalopram Lichtenstein 40 mg, 40 mg Film-coated tablet Oral use
Co. OHG, Industriestrasse 26, D- film coated tablets
56218 Miilheim-Kdérlich

Netherlands Lundbeck B.V., Postbus 12021, NL-  [Cipramil 20, coated tablets 20 mg Coated tablet Oral use
1100 AA Amsterdam
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Netherlands Lundbeck B.V., Postbus 12021, NL-  |Cipramil 40, coated tablets 40 mg Coated tablet Oral use
1100 AA Amsterdam
Netherlands Lundbeck B.V., Postbus 12021, NL-  [Cipramil 40 mg/ml, drops 40 mg oral drops, solution Oral use
1100 AA Amsterdam
Netherlands Merck Generics BV, Dieselweg 25, Citalopram Merck 20 mg, film 20 mg Film-coated tablet Oral use
NL-3752 LB Bunschoten coated tablets
Netherlands Merck Generics BV, Dieselweg 25, Citalopram Merck 40 mg, film 40 mg Film-coated tablet Oral use
NL-3752 LB Bunschoten coated tablets
Netherlands Neuraxpharm Arzneimittel GmbH & |Citalopram Neurax 10 mg, film 10 mg Film-coated tablet Oral use
Co KG, Postfach 1439, D-40739 coated tablets
Langefeld
Netherlands Neuraxpharm Arzneimittel GmbH & |Citalopram Neurax 20 mg, film 20 mg Film-coated tablet Oral use
Co KG, Postfach 1439, D-40739 coated tablets
Langefeld
Netherlands Neuraxpharm Arzneimittel GmbH & |Citalopram Neurax 40 mg, film 40 mg Film-coated tablet Oral use
Co KG, Postfach 1439, D-40739 coated tablets
Langefeld
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Netherlands Pharmachemie B.V., Postbus 552, Citalopram 10 PCH, coated tablets |10 mg Coated tablet Oral use
2003 RN Haarlem, The Netherlands
Netherlands Pharmachemie B.V., Postbus 552, Citalopram 20 PCH, coated tablets |20 mg Coated tablet Oral use
2003 RN Haarlem, The Netherlands
Netherlands Pharmachemie B.V., Postbus 552, Citalopram 40 PCH, coated tablets [40 mg Coated tablet Oral use
2003 RN Haarlem, The Netherlands
Netherlands Pinewood Laboratories Ltd., Ciprapine 10 mg, film coated 10 mg Film-coated tablet Oral use
Ballymacarbry, IE-Clonmel, Co. tablets
Tipperary
Netherlands Pinewood Laboratories Ltd., Ciprapine 20 mg, film coated 20 mg Film-coated tablet Oral use
Ballymacarbry, IE-Clonmel, Co. tablets
Tipperary
Netherlands Pinewood Laboratories Ltd., Ciprapine 40 mg, film coated 40 mg Film-coated tablet Oral use
Ballymacarbry, IE-Clonmel, Co. tablets
Tipperary
Netherlands Sandoz B.V., Postbus 216, NL-1380 |Citalopram Sandoz 10, film coated |10 mg Film-coated tablet Oral use
AE Weesp tablets
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Netherlands Sandoz B.V., Postbus 216, NL-1380 [Citalopram Sandoz 20, film coated (20 mg Film-coated tablet Oral use
AE Weesp tablets
Netherlands Sandoz B.V., Postbus 216, NL-1380 |Citalopram Sandoz 40, film coated |40 mg Film-coated tablet Oral use
AE Weesp tablets
Netherlands Sandoz GmbH, Biochemiestrasse 10, |Citalopram Sandoz 10, film coated |10 mg Film-coated tablet Oral use
A-6250 Kundl tablets
Netherlands Sandoz GmbH, Biochemiestrasse 10, |Citalopram Sandoz 20, film coated |20 mg Film-coated tablet Oral use
A-6250 Kundl tablets
Netherlands Sandoz GmbH, Biochemiestrasse 10, [Citalopram Sandoz 40, film coated (40 mg Film-coated tablet Oral use
A-6250 Kundl tablets
Netherlands Stada Arzneimittel AG, Stadastrasse 2- [Citalopram STADA 10 mg, film 10 mg Film-coated tablet Oral use
18, D-61118 Bad Vilbel coated tablets
Netherlands Stada Arzneimittel AG, Stadastrasse 2- [Citalopram STADA 20 mg, film 20 mg Film-coated tablet Oral use
18, D-61118 Bad Vilbel coated tablets
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Netherlands

Stada Arzneimittel AG, Stadastrasse 2-
18, D-61118 Bad Vilbel

Citalopram STADA 40 mg, film

coated tablets

40 mg

Film-coated tablet

Oral use

Norway

Alpharma AS, P.O.Box 158 Skeyen,
NO-0212 Oslo, Norway

Citalopram Alpharma

10 mg

Film-coated tablet

Oral use

Norway

Alpharma AS, P.O.Box 158 Skeyen,
NO-0212 Oslo, Norway

Citalopram Alpharma

20 mg

Film-coated tablet

Oral use

Norway

Alpharma AS, P.O.Box 158 Skeyen,
NO-0212 Oslo, Norway

Citalopram Alpharma

40 mg

Film-coated tablet

Oral use

Norway

Arrow Generics Limited, Unit 2,
Eastman Way, Stevenage,
Hertfordshire SGI 4SZ, United
Kingdom

Citalopram Arrow

10 mg

Film-coated tablet

Oral use

Norway

Arrow Generics Limited, Unit 2,
Eastman Way, Stevenage,
Hertfordshire SGI 4SZ, United
Kingdom

Citalopram Arrow

20 mg

Film-coated tablet

Oral use

Norway

Arrow Generics Limited, Unit 2,
Eastman Way, Stevenage,
Hertfordshire SGI 4SZ, United
Kingdom

Citalopram Arrow

40 mg

Film-coated tablet

Oral use
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Norway Desitin Arzneimittel GmbH, Desital 10 mg Film-coated tablet Oral use
Weg beim Jager 214, DE-22335
Hamburg, Tyskland
Norway Desitin Arzneimittel GmbH, Desital 20 mg Film-coated tablet Oral use
Weg beim Jager 214, DE-22335
Hamburg, Tyskland
Norway Desitin Arzneimittel GmbH, Desital 40 mg Film-coated tablet Oral use
Weg beim Jager 214, DE-22335
Hamburg, Tyskland
Norway H. Lundbeck A/S, Ottiliavej 9, Redoxamin 10 mg Film-coated tablet Oral use
DK-2500 Valby, Denmark
Norway H. Lundbeck A/S, Ottiliavej 9, Redoxamin 20 mg Film-coated tablet Oral use
DK-2500 Valby, Denmark
Norway H. Lundbeck A/S, Ottiliavej 9, DK- [Redoxamin 40 mg Film-coated tablet Oral use
2500 Valby, Denmark
Norway H. Lundbeck A/S, Ottiliavej 9, DK-  |Sepram 10 mg Film-coated tablet Oral use
2500 Valby, Denmark
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Norway H. Lundbeck A/S, Ottiliavej 9, DK-  |Sepram 20 mg Film-coated tablet Oral use
2500 Valby, Denmark
Norway H. Lundbeck A/S, Ottiliavej 9, DK-  |Sepram 40 mg Film-coated tablet Oral use
2500 Valby, Denmark
Norway H. Lundbeck A/S, Ottiliavej 9, DK-  |Apertia 10 mg Film-coated tablet Oral use
2500 Valby, Denmark
Norway H. Lundbeck A/S, Ottiliavej 9, DK-  |Apertia 20 mg Film-coated tablet Oral use
2500 Valby, Denmark
Norway H. Lundbeck A/S, Ottiliavej 9, DK-  |Apertia 40 mg Film-coated tablet Oral use
2500 Valby, Denmark
Norway H. Lundbeck A/S, Ottiliavej 9, DK-  |Cipramil 10 mg Film-coated tablet Oral use
2500 Valby, Denmark
Norway H. Lundbeck A/S, Ottiliavej 9, DK- Cipramil 20 mg Film-coated tablet Oral use
2500 Valby, Denmark
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Norway H. Lundbeck A/S, Ottiliavej 9, DK-  |Cipramil 30 mg Film-coated tablet Oral use
2500 Valby, Denmark
Norway H. Lundbeck A/S, Ottiliavej 9, DK- Cipramil 40 mg Film-coated tablet Oral use
2500 Valby, Denmark
Norway Hexal A/S, Kanalholmen 8-12, DK-  |Citalopram Hexal 10 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Norway Hexal A/S, Kanalholmen 8-12, DK-  |Citalopram Hexal 20 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Norway Hexal A/S, Kanalholmen 8-12, DK-  |Citalopram Hexal 30 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Norway Hexal A/S, Kanalholmen 8-12, DK-  [Citalopram Hexal 40 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Norway Hexal A/S, Kanalholmen 8-12, DK-  |Citamocal 20 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
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Norway Hexal A/S, Kanalholmen 8-12, DK-  |Citamocal 30 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Norway Hexal A/S, Kanalholmen 8-12, DK- Citamocal 40 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Norway Hexal A/S, Kanalholmen 8-12, DK-  |Citamocal 60 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Norway Hexal A/S, Kanalholmen 8-12, DK-  |Citalopram Gea 10 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Norway Hexal A/S, Kanalholmen 8-12, DK-  |Citalopram Gea 20 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Norway Hexal A/S, Kanalholmen 8-12, DK-  [Citalopram Gea 40 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Norway IVAX Scandinavia AB, Birger Citalopram Ivax 10 mg Film-coated tablet Oral use
Jarlsgatan 37, SE-111 45 Stockholm,
Sweden
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Norway IVAX Scandinavia AB, Birger Citalopram Ivax 20 mg Film-coated tablet Oral use
Jarlsgatan 37, SE-111 45 Stockholm,
Sweden
Norway IVAX Scandinavia AB, Birger Citalopram Ivax 40 mg Film-coated tablet Oral use
Jarlsgatan 37, SE-111 45 Stockholm,
Sweden
Norway Merck NM AB, Box 25033, Citalopram Merck NM 20 mg Film-coated tablet Oral use
SE-104 35 Stockholm, Sweden
Norway Ratiopharm GmbH, Graf-Arco-Strasse |Citalopram Ratiopharm 10 mg Film-coated tablet Oral use
3, DE-89079 Ulm, Germany
Norway Ratiopharm GmbH, Graf-Arco-Strasse |Citalopram Ratiopharm 20 mg Film-coated tablet Oral use
3, DE-89079 Ulm, Germany
Norway Ratiopharm GmbH, Graf-Arco-Strasse |Citalopram Ratiopharm 40 mg Film-coated tablet Oral use
3, DE-89079 Ulm, Germany
Norway Sandoz GmbH, Biochemiestrasse 10, |Citalopram Sandoz 10 mg Film-coated tablet Oral use
A-6250 Kundl, Austria
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Norway Sandoz GmbH, Biochemiestrasse 10, [Citalopram Sandoz 20 mg Film-coated tablet Oral use
A-6250 Kundl, Austria
Norway Sandoz GmbH, Biochemiestrasse 10, |Citalopram Sandoz 40 mg Film-coated tablet Oral use
A-6250 Kundl, Austria
Norway Stada Arzneimittel AG, Stada Strasse [Citalopram Stada 10 mg Film-coated tablet Oral use
2-18, DE-61118 Bad Vilbel, Germany
Norway Stada Arzneimittel AG, Stada Strasse |Citalopram Stada 20 mg Film-coated tablet Oral use
2-18, DE-61118 Bad Vilbel, Germany
Norway Stada Arzneimittel AG, Stada Strasse [Citalopram Stada 40 mg Film-coated tablet Oral use
2-18, DE-61118 Bad Vilbel, Germany
Poland Gerot Pharmazeutika GmbH, Pram 20 mg Coated tablet Oral use
Arnethgasse 3, A-1160 Vienna
Poland Gerot Pharmazeutika GmbH, Pram 40 mg Coated tablet Oral use
Arnethgasse 3, A-1160 Vienna
CHMP/117014/2005 100/573 ©EMEA 2005




Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration
Poland Biovena Pharma Sp. z o.0., Cital 20 mg Coated tablet Oral use
ul. Odrowaza 13, 03-310 Warszawa,
Poland
Poland Gerot Pharmazeutika GmbH, Pram 10 mg Coated tablet Oral use
Arnethgasse 3, A-1160 Vienna
Poland H. Lundbeck A/S, Ottiliavej 9, DK- Cipramil 40 mg Coated tablet Oral use
2500 Copenhagen-Valby
Poland H. Lundbeck A/S, Ottiliavej 9, DK- Cipramil 20 mg Coated tablet Oral use
2500 Copenhagen-Valby
Poland Hexal Polska Sp. z 0.0., Ul. Aurex 20 20 mg Coated tablet Oral use
Domaniewska 50 C, 02-672
Warszawa,. Poland
Poland Hexal Polska Sp. z 0.0., Ul. Aurex 40 40 mg Coated tablet Oral use
Domaniewska 50 C, 02-672
Warszawa, Poland
Poland Leciva A.S., U kabelovny 130, Dolni |Cimax 20 mg Coated tablet Oral use
Mecholupy, 102 37 Prague 10,
Czech Republic
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Poland

Leciva A.S., U kabelovny 130, Dolni
Mecholupy, 102 37 Prague 10,
Czech Republic

Cimax

40 mg

Coated tablet

Oral use

Poland

Pliva Krakéw Zaktady
Farmaceutyczne S.A., ul. Mogilska 80,
31-546 Krakéw, Poland

Citalopram

20 mg

Coated tablet

Oral use

Poland

Pliva Krakoéw Zaktady
Farmaceutyczne S.A., ul. Mogilska 80,
31-546 Krakow, Poland

Citalopram

40 mg

Coated tablet

Oral use

Poland

Ranbaxy (Poland) Sp. z o.0.,
ul. Kubickiego 11, 02-954 Warszawa,
Poland

Citabax 10

10 mg

Coated tablet

Oral use

Poland

Ranbaxy (Poland) Sp. z 0.0.,
ul. Kubickiego 11, 02-954 Warszawa,
Poland

Citabax 20

20 mg

Coated tablet

Oral use

Poland

Ranbaxy (Poland) Sp. z 0.0.,
ul. Kubickiego 11, 02-954 Warszawa,
Poland

Citabax 40

40 mg

Coated tablet

Oral use

Poland

SANDOZ GmbH, Biochemiestrasse 10
A-6250 Kundl

Citalopram Sandoz 10 mg

tabletki powlekane

10 mg

Coated tablet

Oral use
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Poland SANDOZ GmbH, Biochemiestrasse 10|Citalopram Sandoz 20 mg 20 mg Coated tablet Oral use
A-6250 Kundl tabletki powlekane

Poland SANDOZ GmbH, Biochemiestrasse 10|Citalopram Sandoz 40 mg 40 mg Coated tablet Oral use
A-6250 Kundl tabletki powlekane

Portugal Arrow Generics, Ltd., Unit 2 - Citalopram Arrow 10 mg 10 mg Film-coated tablet Oral use
Eastman Way SG1 4SZ Stevenage —  |comprimidos
Hertfordshire, U.K.

Portugal Arrow Generics, Ltd., Unit 2 - Citalopram Arrow 20 mg 20 mg Film-coated tablet Oral use
Eastman Way SG1 4SZ Stevenage —  |comprimidos
Hertfordshire, U.K.

Portugal Arrow Generics, Ltd., Unit 2 - Citalopram Arrow 40 mg 40 mg Film-coated tablet Oral use
Eastman Way SG1 4SZ Stevenage — |comprimidos
Hertfordshire, U.K.

Portugal Bexal Produtos Farmacéuticos S.A.,  |Citalopram Bexal 60 mg Film-coated tablet Oral use
Rua Prof. Ricardo Jorge, 5 A -
Miraflores 1495-153 Algés Portugal

Portugal Bexal Produtos Farmacéuticos S.A., |Citalopram Bexal 10 mg 10 mg Coated tablet Oral use
Rua Prof. Ricardo Jorge, 5 A - comprimidos revestidos
Miraflores 1495-153 Algés Portugal
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Portugal Bexal Produtos Farmacéuticos S.A.,  |Citalopram Bexal 20 mg 20 mg Film-coated tablet Oral use
Rua Prof. Ricardo Jorge, 5 A - comprimidos revestidos
Miraflores 1495-153 Algés Portugal

Portugal Bexal Produtos Farmacéuticos S.A.,  |Citalopram Bexal 30 mg 30 mg Film-coated tablet Oral use
Rua Prof. Ricardo Jorge, 5 A - comprimidos revestidos
Miraflores 1495-153 Algés Portugal

Portugal Bexal Produtos Farmacéuticos S.A., |Citalopram Bexal 40 mg 40 mg Film-coated tablet Oral use
Rua Prof. Ricardo Jorge, 5 A - comprimidos revestidos
Miraflores 1495-153 Algés Portugal

Portugal Farmoquimica Baldacci, S.A., Rua Citalopram Nozat 10 mg 10 mg Coated tablet Oral use
Duarte Galvao, n.° 44 1549-005 Lisboa [comprimidos revestidos
Portugal

Portugal Farmoquimica Baldacci, S.A., Rua Citalopram Nozat 20 mg 20 mg Coated tablet Oral use
Duarte Galvao, n.° 44 1549-005 Lisboa|comprimidos revestidos
Portugal

Portugal Farmoquimica Baldacci, S.A., Rua Citalopram Nozat 30 mg 30 mg Coated tablet Oral use
Duarte Galvao, n.° 44 1549-005 Lisboa |comprimidos revestidos
Portugal

Portugal Farmoquimica Baldacci, S.A., Rua Citalopram Nozat 40 mg 40 mg Coated tablet Oral use
Duarte Galvao, n.° 44 1549-005 Lisboa|comprimidos revestidos
Portugal
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Portugal

H. Lundbeck A/S, Ottiliavej, 9
DK-2500 Valby — Copenhagen,
Denmark

Cipramil

40 mg

Coated tablet

Oral use

Portugal

H. Lundbeck A/S, Ottiliavej, 9
DK-2500 Valby — Copenhagen,
Denmark

Cipramil

10 mg

Coated tablet

Oral use

Portugal

H. Lundbeck A/S, Ottiliavej, 9
DK-2500 Valby — Copenhagen,
Denmark

Cipramil

20 mg

Coated tablet

Oral use

Portugal

H. Lundbeck A/S, Ottiliavej, 9
DK-2500 Valby — Copenhagen,
Denmark

Cipramil

40 mg/ml

Oral drops, solution

Oral use

Portugal

H. Lundbeck A/S, Ottiliavej, 9
DK-2500 Valby — Copenhagen,
Denmark

Cipramil

40 mg/ml

Concentrate for solution
for infusion

Intravenous use

Portugal

H. Lundbeck A/S, Ottiliavej, 9
DK-2500 Valby — Copenhagen,
Denmark

Cipramil

30 mg

Coated tablet

Oral use

Portugal

Medilusa - Comércio e Industria de
Especialidades Farmacéuticas, Lda.,
Rua Duarte Galvao, n.°13 R/C Esq.
1500-252 Lisboa Portugal

Citalopram Medilusa 10 mg
comprimidos revestidos

10 mg

Coated tablet

Oral use
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Portugal Medilusa - Comércio e Industria de Citalopram Medilusa 20 mg 20 mg Coated tablet Oral use
Especialidades Farmacéuticas, L.da., |comprimidos revestidos
Rua Duarte Galvao, n.°13 R/C Esq.
1500-252 Lisboa Portugal

Portugal Medilusa - Comércio e Industria de Citalopram Medilusa 30 mg 30 mg Coated tablet Oral use
Especialidades Farmacéuticas, Lda., |comprimidos revestidos
Rua Duarte Galvio, n.°13 R/C Esq.
1500-252 Lisboa Portugal

Portugal Medilusa - Comércio e Industria de Citalopram Medilusa 40 mg 40 mg Coated tablet Oral use
Especialidades Farmacéuticas, Lda., |comprimidos revestidos
Rua Duarte Galvao, n.°13 R/C Esq.
1500-252 Lisboa Portugal

Portugal Merck Genéricos - Produtos Citalopram Merck Genéricos 20 mg |20 mg Film-coated tablet Oral use
Farmacéuticos, Lda., Rua Alfredo da |comprimidos revestidos
Silva, 3 - C - 4° 1300-040 Lisboa
Portugal

Portugal Sandoz GmbH, Biochemiestrasse, 10 |Citalopram Sandoz 10 mg 10 mg Coated tablet Oral use
A-6250 Kundl, Austria Comprimidos Revestidos

Portugal Sandoz GmbH, Biochemiestrasse, 10 |Citalopram Sandoz 20 mg 20 mg Coated tablet Oral use
A-6250 Kundl, Austria Comprimidos Revestidos

Portugal Sandoz GmbH, Biochemiestrasse, 10 |Citalopram Sandoz 40 mg 40 mg Coated tablet Oral use
A-6250 Kundl, Austria Comprimidos Revestidos
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Slovak Desitin Arzneimittel GmbH, DESITAL 10mg 10mg Film-coated tablet Oral use
Republic Weg beim Jager 214, D - 22 335

Hamburg
Slovak Desitin Arzneimittel GmbH, DESITAL 20mg 20mg Film-coated tablet Oral use
Republic Weg beim Jager 214, D - 22 335

Hamburg
Slovak Desitin Arzneimittel GmbH, DESITAL 40mg 40mg Film-coated tablet Oral use
Republic Weg beim Jager 214, D - 22 335

Hamburg
Slovak Generics[UK] Ltd., Station Close, RONAL 20mg 20mg Film-coated tablet Oral use
Republic Potters Bar, , UK - Herts EN6 1TL
Slovak GEROT Pharmazeutika GmbH PRAM 10 mg Film-coated tablet Oral use
Republic Arnethgasse 3, A - 1160 Wien,

Austria
Slovak GEROT Pharmazeutika GmbH PRAM 20 mg Film-coated tablet Oral use
Republic Arnethgasse 3, A - 1160 Wien,

Austria
Slovak GEROT Pharmazeutika GmbH PRAM 40 mg Film-coated tablet Oral use
Republic Arnethgasse 3, A - 1160 Wien,

Austria
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Slovak H.Lundbeck A/S, Ottiliavej 9, DK -  |SEROPRAM 40mg/ml Concentrate for solution |Intravenous use
Republic 2500 Copenhagen Valby for infusion
Slovak H.Lundbeck A/S, Ottiliavej 9, DK - SEROPRAM 10mg 10mg Film-coated tablet Oral use
Republic 2500 Copenhagen Valby
Slovak H.Lundbeck A/S, Ottiliavej 9, DK - SEROPRAM 20mg 20mg Film-coated tablet Oral use
Republic 2500 Copenhagen Valby
Slovak H.Lundbeck A/S, Ottiliavej 9, DK - SEROPRAM 40mg 40mg Film-coated tablet Oral use
Republic 2500 Copenhagen Valby
Slovak Ranbaxy (UK) Ltd, C.P.House, 97-107 [ZYLORAM 10 mg Film-coated tablet Oral use
Republic Uxbridge Road, Eabing, London,

W5 STL, UK.
Slovak Ranbaxy (UK) Ltd, C.P.House, 97-107 |ZYLORAM 20 mg Film-coated tablet Oral use
Republic Uxbridge Road, Eabing, London,

W5 STL, UK.
Slovak Ranbaxy (UK) Ltd, C.P.House, 97-107 |ZYLORAM 40 mg Film-coated tablet Oral use
Republic Uxbridge Road, Eabing, London,

W5 5TL, UK.
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Slovak Ratiopharm GmbH, Graf-Arco-Str. 3, |CITALOPRAM RATIOPHARM |20mg Film-coated tablet Oral use

Republic D - 890 79 Ulm, Germany

Slovak Sandoz GmbH, Biochemiestrasse 10, |CITALON 10 10mg Film-coated tablet Oral use

Republic A - 6250 Kundl

Slovak Sandoz GmbH, Biochemiestrasse 10, |CITALON 20 20mg Film-coated tablet Oral use

Republic A - 6250 Kundl

Slovak Sandoz GmbH, Biochemiestrasse 10, |CITALON 40 40mg Film-coated tablet Oral use

Republic A - 6250 Kundl

Slovak Torrex Pharma GmbH, Lange Gasse |SEROTOR 10 mg Film-coated tablet Oral use

Republic 76/12, A - 1080 Wien

Slovak Torrex Pharma GmbH, Lange Gasse |SEROTOR 20 mg Film-coated tablet Oral use

Republic 76/12, A - 1080 Wien

Slovak Torrex Pharma GmbH, Lange Gasse |SEROTOR 40 mg Film-coated tablet Oral use

Republic 76/12, A - 1080 Wien
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Slovak Zentiva a.s., U Kabelovny 130, Dolni |CITALEC 10 mg Film-coated tablet Oral use
Republic Mecholupy , CZ - 102 37 Praha 10
Slovak Zentiva a.s., U Kabelovny 130, Dolni |CITALEC 20 mg Film-coated tablet Oral use
Republic Mecholupy , CZ - 102 37 Praha 10
Slovak Zentiva a.s., U Kabelovny 130, Dolni |CITALEC 40 mg Film-coated tablet Oral use
Republic Mecholupy , CZ - 102 37 Praha 10
Slovenia Lundbeck Pharma svetovalno podjetje [CIPRAMIL 20 mg Film-coated tablet Oral use
d.o.o., PreSernova 1, SI-2000 Maribor,
Slovenia
Slovenia Lundbeck Pharma svetovalno podjetje |CIPRAMIL 40 mg/ml Concentrate for solution (Intravenous use
d.o.o., Presernova 1, SI-2000 Maribor, for infusion
Slovenia
Slovenia Merck, Proizvodnja in prodaja CITALOX 20 mg Film-coated tablet Oral use
farmacevtskih in kemijskih
proizvodov, d.o.o0., Dunajska 156, SI-
1000 Ljubljana, Slovenia
Slovenia Sandoz GmbH, Biochemiestrasse 10, |CITALON 10 mg Film-coated tablet Oral use
6250 Kundl, Austria
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Slovenia Sandoz GmbH, Biochemiestrasse 10, |CITALON 20 mg Film-coated tablet Oral use
6250 Kundl, Austria
Slovenia Sandoz GmbH, Biochemiestrasse 10, |CITALON 40 mg Film-coated tablet Oral use
6250 Kundl, Austria
Slovenia Torrex Pharma, d.o.0., Trdinova 4, SI- [CITALOPRAM Torrex 10 mg Film-coated tablet Oral use
1000 Ljubljana, Slovenia
Slovenia Torrex Pharma, d.o.o., Trdinova 4, SI- [CITALOPRAM Torrex 20 mg Film-coated tablet Oral use
1000 Ljubljana, Slovenia
Slovenia Torrex Pharma, d.o.o., Trdinova 4, SI- |CITALOPRAM Torrex 40 mg Film-coated tablet Oral use
1000 Ljubljana, Slovenia
Spain ACOST COMERCIAL GENERIC- CITALOPRAM ACOST 20 mg Tablet Oral use
PHARMA, S.L., Ferraz, 10. 1° Izq.,
28008 Madrid, Spain
Spain ACOST COMERCIAL GENERIC- CITALOPRAM ACOST 30 mg Tablet Oral use
PHARMA, S.L., Ferraz, 10. 1° Izq.,
28008 Madrid, Spain
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Spain

ALMIRALL PRODESFARMA, S.A.,
Ronda General Mitre, 151, 08022
Barcelona, Spain

PRISDAL

20 mg

Coated tablet

Oral use

Spain

ALMIRALL PRODESFARMA, S.A.,
Ronda General Mitre, 151, 08022
Barcelona, Spain

PRISDAL

30 mg

Coated tablet

Oral use

Spain

ALMIRALL PRODESFARMA, S.A.,
Ronda General Mitre, 151, 08022
Barcelona, Spain

PRISDAL

40 mg

Film-coated tablet

Oral use

Spain

ALMIRALL PRODESFARMA, S.A.,
Ronda General Mitre, 151, 08022
Barcelona, Spain

PRISDAL

40 mg/ml

Oral drops

Oral use

Spain

BEXAL FARMACEUTICA, S.A,
Ventura Rodriguez, 7 - 5" planta,
28008 Madrid, Spain

CITALOPRAM BEXAL

30 mg

Tablet

Oral use

Spain

BEXAL FARMACEUTICA, S.A,
Ventura Rodriguez, 7 - 5% planta,
28008 Madrid, Spain

CITALOPRAM BEXAL

20 mg

Tablet

Oral use

Spain

EFARMES, S.A., Sardenya, 350.,
08025 Barcelona, Spain

CITALOPRAM EFARMES

20 mg

Film-coated tablet

Oral use
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Spain

EFARMES, S.A., Sardenya, 350.,
08025 Barcelona, Spain

CITALOPRAM EFARMES

30 mg

Film-coated tablet

Oral use

Spain

FARMANEU, S.L., Rambla de
Cataluna, 47 - 1°, 08007 Barcelona,
Spain

CITALOPRAM MERCK

20 mg

Tablet

Oral use

Spain

FARMANEU, S.L., Rambla de
Catalufia, 47 - 1°, 08007 Barcelona,
Spain

CITALOPRAM FARMANEU

20 mg

Tablet

Oral use

Spain

INDUSTRIA QUIMICA. Y
FARMACEUTICA VIR, S.A.,
Laguna, 42-44. Pol. Ind. Urtinsa II
28923 Alcorcon, Spain

CITALVIR

10 mg

Tablet

Oral use

Spain

INDUSTRIA QUIMICA. Y
FARMACEUTICA VIR, S.A.,
Laguna, 42-44. Pol. Ind. Urtinsa II
28923 Alcorcon, Spain

CITALVIR

20 mg

Tablet

Oral use

Spain

INDUSTRIA QUIMICA. Y
FARMACEUTICA VIR, S.A.,
Laguna, 42-44. Pol. Ind. Urtinsa II
28923 Alcorcon, Spain

CITALVIR

40 mg

Tablet

Oral use

Spain

KERN PHARMA, S.L., Venus, 72.
Poligono Industrial Colon II., 08228
Terrassa, Spain

CITALOPRAM KERN

20 mg

Tablet

Oral use

CHMP/117014/2005

113/573

©EMEA 2005




Member State

Marketing Authorisation Holder

Invented Name

Strength

Pharmaceutical form

Route of administration

Spain

KERN PHARMA, S.L., Venus, 72.
Poligono Industrial Colon II., 08228
Terrassa, Spain

CITALOPRAM kERN

30 mg

Tablet

Oral use

Spain

LABORATORIOS ALTER, S.A.,
Mateo Inurria, 30., 28036 Madrid,
Spain

RELAPAZ

20 mg

Film-coated tablet

Oral use

Spain

LABORATORIOS ALTER, S.A.,
Mateo Inurria, 30., 28036 Madrid,
Spain

RELAPAZ

30 mg

Film-coated tablet

Oral use

Spain

LABORATORIOS ALTER, S.A.,
Mateo Inurria, 30., 28036 Madrid,
Spain

CITALOPRAM ALTER

20 mg

Film-coated tablet

Oral use

Spain

LABORATORIOS ALTER, S.A.,
Mateo Inurria, 30., 28036 Madrid,
Spain

CITALOPRAM ALTER

30 mg

Film-coated tablet

Oral use

Spain

LABORATORIOS BELMAC,
S.ATeide, 4-planta baja. Poligono
Empresarial La MarinaSan Sebastian
de los Reyes, Spain

SOMAC

10 mg

Tablet

Oral use

Spain

LABORATORIOS BELMAC,
S.ATeide, 4-planta baja. Poligono
Empresarial La MarinaSan Sebastian
de los Reyes, Spain

SOMAC

20 mg

Tablet

Oral use
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Spain LABORATORIOS BELMAC, SOMAC 40 mg Tablet Oral use
S.ATeide, 4-planta baja. Poligono
Empresarial La MarinaSan Sebastian
de los Reyes, Spain

Spain LABORATORIOS DAVUR, Teide, 4 |CITALOPRAM DAVUR 10 mg Tablet Oral use
pl. baja. Pol. Emp. La Marina. San
Sebastian de los Reyes 28700, Spain

Spain LABORATORIOS DAVUR, Teide, 4 |CITALOPRAM DAVUR 20 mg Tablet Oral use
pl. baja. Pol. Emp. La Marina. San
Sebastian de los Reyes 28700, Spain

Spain LABORATORIOS DAVUR, Teide, 4 [CITALOPRAM DAVUR 40 mg Tablet Oral use
pl. baja. Pol. Emp. La Marina. San
Sebastian de los Reyes 28700, Spain

Spain LABORATORIOS GRAPA, S.L., CITALOPRAM GRAPA 10 mg Tablet Oral use
Rosario Pino, 8, 28020 Madrid, Spain

Spain LABORATORIOS GRAPA, S.L., CITALOPRAM GRAPA 20 mg Tablet Oral use
Rosario Pino, 8, 28020 Madrid, Spain

Spain LABORATORIOS GRAPA,, S.L., CITALOPRAM GRAPA 30 mg Tablet Oral use
Rosario Pino, 8, 28020 Madrid, Spain
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Spain

LABORATORIOS GRAPA, S.L.,
Rosario Pino, 8, 28020 Madrid, Spain

CITALOPRAM GRAPA

40 mg

Tablet

Oral use

Spain

LABORATORIOS PEREZ
GIMENEZ, Glorieta Farmacéutico
Pérez Giménez, 1., 14007 Cordoba,
Spain

CITALOPRAM CUVE

10 mg

Tablet

Oral use

Spain

LABORATORIOS PEREZ
GIMENEZ, Glorieta Farmacéutico
Pérez Giménez, 1., 14007 Cérdoba,
Spain

CITALOPRAM CUVE

20 mg

Tablet

Oral use

Spain

LABORATORIOS PEREZ
GIMENEZ, Glorieta Farmacéutico
Pérez Giménez, 1., 14007 Coérdoba,
Spain

CITALOPRAM CUVE

40 mg

Tablet

Oral use

Spain

LABORATORIOS PEREZ
GIMENEZ, Glorieta Farmacéutico
Pérez Giménez, 1., 14007 Cérdoba,
Spain

CITALOPRAM PEREZ
GIMENEZ

10 mg

Tablet

Oral use

Spain

LABORATORIOS PEREZ
GIMENEZ, Glorieta Farmacéutico
Pérez Giménez, 1., 14007 Cordoba,
Spain

CITALOPRAM PEREZ
GIMENEZ

20 mg

Tablet

Oral use

Spain

LABORATORIOS PEREZ
GIMENEZ, Glorieta Farmacéutico
Pérez Giménez, 1., 14007 Cérdoba,
Spain

CITALOPRAM PEREZ
GIMENEZ

40 mg

Tablet

Oral use
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Spain

LABORATORIOS RIMAFAR, Pol.
Ind. Malpica Calle C, n° 4, 50016
Zaragoza, Spain

CITALOPRAM RIMAFAR

10 mg

Tablet

Oral use

Spain

LABORATORIOS RIMAFAR, Pol.
Ind. Malpica Calle C, n° 4, 50016
Zaragoza, Spain

CITALOPRAM RIMAFAR

20 mg

Tablet

Oral use

Spain

LABORATORIOS RIMAFAR, Pol.
Ind. Malpica Calle C, n° 4, 50016
Zaragoza, Spain

CITALOPRAM RIMAFAR

40 mg

Tablet

Oral use

Spain

LACER, S.A, Sardenya, 350, 08025
Barcelona, Spain

CITALOPRAM LACER

20 mg

Film-coated tablet

Oral use

Spain

LACER, S.A, Sardenya, 350, 08025
Barcelona, Spain

CITALOPRAM LACER

30 mg

Film-coated tablet

Oral use

Spain

LAREQ PHARMA S.L., Laguna, 42-
44. Poligono Industrial Urtinsa II.
28923 Alcorcon, Spain

CITALOPRAM LAREQ

10 mg

Tablet

Oral use

Spain

LAREQ PHARMA S.L., Laguna, 42-
44. Poligono Industrial Urtinsa II.
28923 Alcorcon, Spain

CITALOPRAM LAREQ

20 mg

Tablet

Oral use
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Spain LAREQ PHARMA S.L., Laguna, 42- |CITALOPRAM LAREQ 40 mg Tablet Oral use
44. Poligono Industrial Urtinsa II.
28923 Alcorcon, Spain
Spain LITAPHAR, S.A., Orendaundi, 9, CITALOPRAM APHAR 10 mg Tablet Oral use
20730 Guipuzcoa, Spain
Spain LITAPHAR, S.A., Orendaundi, 9, CITALOPRAM APHAR 20 mg Tablet Oral use
20730 Guipuzcoa, Spain
Spain LITAPHAR, S.A., Orendaundi, 9, CITALOPRAM APHAR 30 mg Tablet Oral use
20730 Guipuzcoa, Spain
Spain LITAPHAR, S.A., Orendaundi, 9, CITALOPRAM APHAR 40 mg Tablet Oral use
20730 Guipuzcoa, Spain
Spain LUNDBECK ESPANA, S.A., Avda. [SEROPRAM 20 mg Tablet Oral use
Diagonal, 605, 08028 Barcelona,
Spain
Spain LUNDBECK ESPANA, S.A., Avda. |[SEROPRAM 30 mg Tablet Oral use
Diagonal, 605, 08028 Barcelona,
Spain
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Spain

LUNDBECK ESPANA, S.A., Avda.

Diagonal, 605, 08028 Barcelona,
Spain

SEROPRAM

40 mg/ml

Oral drops

Oral use

Spain

LUNDBECK ESPANA, S.A., Avda.

Diagonal, 605, 08028 Barcelona,
Spain

SEROPRAM

40 mg

Tablet

Oral use

Spain

MABO FARMA S.A., Carretera M-
300 Km 30,500., 28802 Alcala de
Henares, Spain

CITALOPRAM MABO

10 mg

Tablet

Oral use

Spain

MABO FARMA S.A., Carretera M-
300 Km 30,500., 28802 Alcala de
Henares, Spain

CITALOPRAM MABO

20 mg

Tablet

Oral use

Spain

MABO FARMA S.A., Carretera M-
300 Km 30,500., 28802 Alcala de
Henares, Spain

CITALOPRAM MABO

40 mg

Tablet

Oral use

Spain

PHARMAGENUS ,S.A, Passeig de
Gracia, 55 5° 1., 08007 Barcelona,
Spain

CITALOPRAM PHARMAGENUS

30 mg

Tablet

Oral use

Spain

PHARMAGENUS ,S.A, Passeig de
Gracia, 55 5° 1%, 08007 Barcelona,
Spain

CITALOPRAM PHARMAGENUS

20 mg

Tablet

Oral use
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Spain

RATIOPHARM ESPANA S.A., Avda.
de Burgos, 16 D - 5 Planta, 28036
Madrid, Spain

CITALEQ

20 mg

Coated tablet

Oral use

Spain

RATIOPHARM ESPANA S.A., Avda.
de Burgos, 16 D - 5" Planta, 28036
Madrid, Spain

CITALOPRAM RATIOPHARM

20 mg

Coated tablet

Oral use

Spain

SANDOZ ESPANA S.A., Gran Via de
les Corts Catalanes, 764, 08013
Barcelona, Spain

GENPROL

20 mg

Tablet

Oral use

Spain

SANDOZ ESPANA S.A., Gran Via de
les Corts Catalanes, 764, 08013
Barcelona, Spain

GENPROL

40 mg

Tablet

Oral use

Spain

STADA, Frederic Mompou, 5, 08960
Sant Just Desvern, Spain

CITALOPRAM BAYVIT

30 mg

Tablet

Oral use

Spain

STADA., Frederic Mompou, 5, 08960
Sant Just Desvern, Spain

CITALOPRAM BAYVIT

20 mg

Tablet

Oral use

Spain

SUMOL PHARMA, S.A Passeig del
Ferrocarril, 337, 3° 1* Parc Empresarial
de Mediterrani Castelldefels 08860
Barcelona, Spain

Citalopram sumol

20 mg

Tablet

Oral use
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Spain

SUMOL PHARMA, S.A.Passeig del
Ferrocarril, 337, 3° 1? Parc Empresarial
de Mediterrani Castelldefels 08860
Barcelona, Spain

Citalopram sumol

30mg

Tablet

Oral use

Spain

SUMOL PHARMA, S.A.Passeig del
Ferrocarril, 337, 3° 1? Parc Empresarial
de Mediterrani Castelldefels 08860
Barcelona, Spain

Citalopram sumol

40mg

Tablet

Oral use

Spain

TEDEC MEIJI FARMA S.A.,
Carretera M-300, Km 305., 28802
Alcala de Henares, Spain

PRESAR

10 mg

Tablet

Oral use

Spain

TEDEC MEIJI FARMA S.A.,
Carretera M-300, Km 305., 28802
Alcala de Henares, Spain

PRESAR

20 mg

Tablet

Oral use

Spain

TEDEC MEIJI FARMA S.A.,
Carretera M-300, Km 305., 28802
Alcala de Henares, Spain

PRESAR

40 mg

Tablet

Oral use

Spain

USO RACIONAL, S.L., Ventura
Rodriguez, 7 - 5% planta, 28008
Madrid, Spain

CITALOPRAM UR

30 mg

Tablet

Oral use

Spain

USO RACIONAL, S.L., Ventura
Rodriguez, 7 - 5% planta, 28008
Madrid, Spain

CITALOPRAM UR

20 mg

Tablet

Oral use
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Spain UXAFARMA S.A,, Avda. J.V. Foix, |CITALOPRAM UXA 10 mg Film-coated tablet Oral use
62 - Local 9, 08034 Barcelona, Spain
Spain UXAFARMA S.A., Avda. J.V. Foix, [CITALOPRAM UXA 20 mg Film-coated tablet Oral use
62 - Local 9, 08034 Barcelona, Spain
Spain UXAFARMA S.A., Avda. J.V. Foix, |CITALOPRAM UXA 30 mg Film-coated tablet Oral use
62 - Local 9, 08034 Barcelona, Spain
Spain UXAFARMA S.A., Avda. J.V. Foix, |CITALOPRAM UXA 40 mg Film-coated tablet Oral use
62 - Local 9, 08034 Barcelona, Spain
Spain VEGAL FARMACEUTICA, S.L., CITALOPRAM VEGAL 10 mg Film-coated tablet Oral use
Tramontana, 44, 28223 Pozuelo de
Alarcén, Spain
Spain VEGAL FARMACEUTICA, S.L., CITALOPRAM VEGAL 20 mg Film-coated tablet Oral use
Tramontana, 44, 28223 Pozuelo de
Alarcon, Spain
Spain VEGAL FARMACEUTICA, S.L., CITALOPRAM VEGAL 30 mg Film-coated tablet Oral use
Tramontana, 44, 28223 Pozuelo de
Alarcon, Spain
CHMP/117014/2005 122/573 ©EMEA 2005




Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form |Route of administration
Spain VEGAL FARMACEUTICA, S.L., CITALOPRAM VEGAL 40 mg Film-coated tablet Oral use
Tramontana, 44, 28223 Pozuelo de
Alarcon, Spain
Sweden Actavis Nordic A/S Hammervej 7 DK- |Citalopram Actavis 10 mg Film-coated tablet Oral use
2970 Horsholm Danmark (DNK) ,
Spain
Sweden Actavis Nordic A/S Hammervej 7 DK- |Citalopram Actavis 20 mg Film-coated tablet Oral use
2970 Horsholm Danmark (DNK)
Sweden Actavis Nordic A/S Hammervej 7 DK- |Citalopram Actavis 40 mg Film-coated tablet Oral use
2970 Horsholm Danmark (DNK)
Sweden Alpharma AS, P.O. Box 158 Skoyen |Citalopram Alpharma 10 mg Film-coated tablet Oral use
N-0212 Oslo Norge (NOR)
Sweden Alpharma AS, P.O. Box 158 Skoyen |Citalopram Alpharma 20 mg Film-coated tablet Oral use
N-0212 Oslo Norge (NOR)
Sweden Alpharma AS, P.O. Box 158 Skdyen |Citalopram Alpharma 40 mg Film-coated tablet Oral use
N-0212 Oslo Norge (NOR)
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Sweden Arrow Generics Ltd Unit 2 Eastman  |Citalop 10 mg Film-coated tablet Oral use
Way Stevenage Herts SGI 4SZ
Storbritannien och Nordirland (GBR)

Sweden Arrow Generics Ltd Unit 2 Eastman  |Citalop 20 mg Film-coated tablet Oral use
Way Stevenage Herts SGI 4SZ
Storbritannien och Nordirland (GBR)

Sweden Arrow Generics Ltd Unit 2 Eastman  |Citalop 40 mg Film-coated tablet Oral use
Way Stevenage Herts SGI 4SZ
Storbritannien och Nordirland (GBR)

Sweden Desitin Arzneimitte]l GmbH Weg Beim |Desital 10 mg Film-coated tablet Oral use
Jager 214 223 35 Hamburg Tyskland
(DEU)

Sweden Desitin Arzneimittel GmbH Weg Beim |Desital 20 mg Film-coated tablet Oral use
Jéger 214 223 35 Hamburg Tyskland
(DEU)

Sweden Desitin Arzneimittel GmbH Weg Beim |Desital 40 mg Film-coated tablet Oral use
Jager 214 223 35 Hamburg Tyskland
(DEU)

Sweden Desitin Pharma AB Box 2064 431 02 |Citalopram Desitin 10 mg Film-coated tablet Oral use
MolIndal Sverige (SWE)
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Sweden Desitin Pharma AB Box 2064 431 02 |Citalopram Desitin 20 mg Film-coated tablet Oral use
Molndal Sverige (SWE)

Sweden Desitin Pharma AB Box 2064 431 02 |Citalopram Desitin 40 mg Film-coated tablet Oral use
Molndal Sverige (SWE)

Sweden H. Lundbeck A/S Ottiliavej 7-9 DK-  |Cipramil 10 mg Film-coated tablet Oral use
2500 Kopenhamn-Valby Danmark
(DNK)

Sweden H. Lundbeck A/S Ottiliavej 7-9 DK-  [Cipramil 20 mg Film-coated tablet Oral use
2500 Kopenhamn-Valby Danmark
(DNK)

Sweden H. Lundbeck A/S Ottiliavej 7-9 DK-  |Cipramil 40 mg Film-coated tablet Oral use
2500 Kopenhamn-Valby Danmark
(DNK)

Sweden H. Lundbeck A/S Ottiliavej 7-9 DK-  |Cipramil 30 mg Film-coated tablet Oral use
2500 Kopenhamn-Valby Danmark
(DNK)

Sweden H. Lundbeck A/S Ottiliavej 7-9 DK-  |Cipramil 40 mg/ml Oral drops, solution Oral use
2500 Kopenhamn-Valby Danmark
(DNK)
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Sweden H. Lundbeck A/S Ottiliavej 7-9 DK-  |Apertia 10 mg Film-coated tablet Oral use
2500 Képenhamn-Valby Danmark
(DNK)

Sweden H. Lundbeck A/S Ottiliavej 7-9 DK-  |Apertia 20 mg Film-coated tablet Oral use
2500 Kopenhamn-Valby Danmark
(DNK)

Sweden H. Lundbeck A/S Ottiliavej 7-9 DK-  |Apertia 40 mg Film-coated tablet Oral use
2500 Kdpenhamn-Valby Danmark
(DNK)

Sweden H. Lundbeck A/S Ottiliavej 7-9 DK-  |Cipram 10 mg Film-coated tablet Oral use
2500 Kdpenhamn-Valby Danmark
(DNK)

Sweden H. Lundbeck A/S Ottiliavej 7-9 DK-  |Cipram 20 mg Film-coated tablet Oral use
2500 Kopenhamn-Valby Danmark
(DNK)

Sweden H. Lundbeck A/S Ottiliavej 7-9 DK-  [Cipram 40 mg Film-coated tablet Oral use
2500 Kopenhamn-Valby Danmark
(DNK)

Sweden H. Lundbeck A/S Ottiliavej 7-9 DK-  |Citalopram CNSpharma 10 mg Film-coated tablet Oral use
2500 Kdpenhamn-Valby Danmark
(DNK)
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Sweden H. Lundbeck A/S Ottiliavej 7-9 DK-  |Citalopram CNSpharma 20 mg Film-coated tablet Oral use
2500 Képenhamn-Valby Danmark
(DNK)
Sweden H. Lundbeck A/S Ottiliavej 7-9 DK-  |Citalopram CNSpharma 40 mg Film-coated tablet Oral use
2500 Kopenhamn-Valby Danmark
(DNK)
Sweden H. Lundbeck A/S Ottiliavej 7-9 DK-  |Cipramil 40 mg/ml Concentrate for solution (Intravenous use
2500 Kopenhamn-Valby Danmark for infusion
(DNK)
Sweden H. Lundbeck A/S Ottiliavej 7-9 DK-  |Citalopram CNSpharma 30 mg Film-coated tablet Oral use
2500 Kdpenhamn-Valby Danmark
(DNK)
Sweden H. Lundbeck A/S Ottiliavej 7-9 DK-  |Citalopram CNSpharma 40 mg/ml Oral drops, solution Oral use
2500 Kopenhamn-Valby Danmark
(DNK)
Sweden Hexal A/S Kanalholmen 8-12 2650 Citalopram IWA 20 mg Film-coated tablet Oral use
Hvidovre Danmark (DNK)
Sweden Hexal A/S Kanalholmen 8-12 2650 Citalopram IWA 30 mg Film-coated tablet Oral use
Hvidovre Danmark (DNK)
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Sweden Hexal A/S Kanalholmen 8-12 2650 Citalopram IWA 40 mg Film-coated tablet Oral use
Hvidovre Danmark (DNK)
Sweden Hexal A/S Kanalholmen 8-12 2650 Citalopram IWA 60 mg Film-coated tablet Oral use
Hvidovre Danmark (DNK)
Sweden Hexal A/S Kanalholmen 8-12 2650 Citalopram Hexal 10 mg Film-coated tablet Oral use
Hvidovre Danmark (DNK)
Sweden Hexal A/S Kanalholmen 8-12 2650 Citalopram Hexal 20 mg Film-coated tablet Oral use
Hvidovre Danmark (DNK)
Sweden Hexal A/S Kanalholmen 8-12 2650 Citalopram Hexal 30 mg Film-coated tablet Oral use
Hvidovre Danmark (DNK)
Sweden Hexal A/S Kanalholmen 8-12 2650 Citalopram Hexal 40 mg Film-coated tablet Oral use
Hvidovre Danmark (DNK)
Sweden Hexal A/S Kanalholmen 8-12 2650 Citamocal 20 mg Film-coated tablet Oral use
Hvidovre Danmark (DNK) Danmark
(DNK)
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Sweden Hexal A/S Kanalholmen 8-12 2650 Citamocal 30 mg Film-coated tablet Oral use
Hvidovre Danmark (DNK) Danmark
(DNK)
Sweden Hexal A/S Kanalholmen 8-12 2650 Citamocal 40 mg Film-coated tablet Oral use
Hvidovre Danmark (DNK) Danmark
(DNK)
Sweden Hexal A/S Kanalholmen 8-12 2650 Citamocal 60 mg Film-coated tablet Oral use
Hvidovre Danmark (DNK) Danmark
(DNK)
Sweden HEXAL A/S, Kanalholmen 8-12, DK- |Citalopram GEA 10 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Sweden HEXAL A/S, Kanalholmen 8-12, DK- [Citalopram GEA 20 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Sweden HEXAL A/S, Kanalholmen 8-12, DK- |Citalopram GEA 40 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Sweden IVAX Scandinavia AB Mailbox 386 |Citalopram IVAX 10 mg Film-coated tablet Oral use
111 73 Stockholm Sverige (SWE)
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Sweden IVAX Scandinavia AB Mailbox 386 |Citalopram IVAX 20 mg Film-coated tablet Oral use
111 73 Stockholm Sverige (SWE)
Sweden IVAX Scandinavia AB Mailbox 386 |Citalopram IVAX 40 mg Film-coated tablet Oral use
111 73 Stockholm Sverige (SWE)
Sweden Keri Pharma Ltd, Bartha B. u. 7, Citoglan 20 mg Film-coated tablet Oral use
4032 Debrecen Hungary
Sweden Merck NM AB Box 23033 104 35 Citalopram Merck NM 10 mg Film-coated tablet Oral use
Stockholm Sverige (SWE)
Sweden Merck NM AB Box 23033 104 35 Citalopram Merck NM 20 mg Film-coated tablet Oral use
Stockholm Sverige (SWE)
Sweden Merck NM AB Box 23033 104 35 Citalopram Merck NM 30 mg Film-coated tablet Oral use
Stockholm Sverige (SWE) Sverige
(SWE)
Sweden Merck NM AB Box 23033 104 35 Citalopram Merck NM 40 mg Film-coated tablet Oral use
Stockholm Sverige (SWE) Sverige
(SWE)
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Sweden

Niche Generics Ltd 1 The Cam Centre
Wilbury Way Hitchin SG4 OTW,
Hertfordshire Storbritannien och
Nordirland (GBR)

Citalopram Niche

10 mg

Film-coated tablet

Oral use

Sweden

Niche Generics Ltd 1 The Cam Centre
Wilbury Way Hitchin SG4 OTW,
Hertfordshire Storbritannien och
Nordirland (GBR)

Citalopram Niche

20 mg

Film-coated tablet

Oral use

Sweden

Niche Generics Ltd 1 The Cam Centre
Wilbury Way Hitchin SG4 OTW,
Hertfordshire Storbritannien och
Nordirland (GBR)

Citalopram Niche

40 mg

Film-coated tablet

Oral use

Sweden

Niche Generics Ltd 1 The Cam Centre
Wilbury Way Hitchin SG4 OTW,
Hertfordshire Storbritannien och
Nordirland (GBR)

Citoglan

10 mg

Film-coated tablet

Oral use

Sweden

Niche Generics Ltd 1 The Cam Centre
Wilbury Way Hitchin SG4 OTW,
Hertfordshire Storbritannien och
Nordirland (GBR)

Citoglan

40 mg

Film-coated tablet

Oral use

Sweden

Niche Generics Ltd 1 The Cam Centre
Wilbury Way Hitchin SG4 OTW,
Hertfordshire Storbritannien och
Nordirland (GBR)

Talocit

20 mg

Film-coated tablet

Oral use

Sweden

Niche Generics Ltd 1 The Cam Centre
Wilbury Way Hitchin SG4 OTW,
Hertfordshire Storbritannien och
Nordirland (GBR)

Talocit

40 mg

Film-coated tablet

Oral use
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Sweden

Niche Generics Ltd, Waterford Road
Clonmel, Co Tipperary, Republic of
Ireland

Citalopram ACO

10 mg

Film-coated tablet

Oral use

Sweden

Niche Generics Ltd, Waterford Road
Clonmel, Co Tipperary, Republic of
Ireland

Citalopram ACO

20 mg

Film-coated tablet

Oral use

Sweden

Niche Generics Ltd, Waterford Road
Clonmel, Co Tipperary, Republic of
Ireland

Citalopram ACO

40 mg

Film-coated tablet

Oral use

Sweden

PLIVA Pharma Nordic A/S H.P.
Christensens Vej 1 DK-3000 Helsingor
Danmark (DNK)

Citavie

10 mg

Film-coated tablet

Oral use

Sweden

PLIVA Pharma Nordic A/S H.P.
Christensens Vej 1 DK-3000 Helsingor
Danmark (DNK)

Citavie

20 mg

Film-coated tablet

Oral use

Sweden

PLIVA Pharma Nordic A/S H.P.
Christensens Vej 1 DK-3000
Helsingdr Danmark (DNK)

Citavie

40 mg

Film-coated tablet

Oral use

Sweden

Ratiopharm GmbH Graf-Arco-Strasse
3 DE-89079 Ulm Tyskland (DEU)

Citalopram ratiopharm

10 mg

Film-coated tablet

Oral use
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Sweden Ratiopharm GmbH Graf-Arco-Strasse |Citalopram ratiopharm 20 mg Film-coated tablet Oral use
3 DE-89079 Ulm Tyskland (DEU)
Sweden Ratiopharm GmbH Graf-Arco-Strasse |Citalopram ratiopharm 40 mg Film-coated tablet Oral use
3 DE-89079 Ulm Tyskland (DEU)
Sweden Recept Pharma AB Nybrogatan 59 114 |Citalopram Arrow 10 mg Film-coated tablet Oral use
40 Stockholm Sverige (SWE)
Sweden Recept Pharma AB Nybrogatan 59 114 |Citalopram Arrow 20 mg Film-coated tablet Oral use
40 Stockholm Sverige (SWE)
Sweden Recept Pharma AB Nybrogatan 59 114 |Citalopram Arrow 40 mg Film-coated tablet Oral use
40 Stockholm Sverige (SWE)
Sweden Sandoz GmbH Biochemiestrasse 10 |Citalopram Sandoz 10 mg Film-coated tablet Oral use
AT-6250 Kundl Osterrike (AUT)
Sweden Sandoz GmbH Biochemiestrasse 10 |Citalopram Sandoz 20 mg Film-coated tablet Oral use
AT-6250 Kundl Osterrike (AUT)
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Sweden

Sandoz GmbH Bi_ochemiestrasse 10
AT-6250 Kundl Osterrike (AUT)

Citalopram Sandoz

40 mg

Film-coated tablet

Oral use

Sweden

Stada Arzneimittel AG Stadastrasse 2-
18 DE-61118 Bad Vilbel Tyskland
(DEU)

Citalopram STADA

10 mg

Film-coated tablet

Oral use

Sweden

Stada Arzneimittel AG Stadastrasse 2-
18 DE-61118 Bad Vilbel Tyskland
(DEU)

Citalopram STADA

20 mg

Film-coated tablet

Oral use

Sweden

Stada Arzneimittel AG Stadastrasse 2-
18 DE-61118 Bad Vilbel Tyskland
(DEU)

Citalopram STADA

40 mg

Film-coated tablet

Oral use

Sweden

Stichting Registraticbeheer Bosstraat
69 3766 AC Soest Nederldnderna

(NLD)

Biopram

10 mg

Film-coated tablet

Oral use

Sweden

Stichting Registratiebeheer Bosstraat
69 3766 AC Soest Nederldnderna

(NLD)

Biopram

20 mg

Film-coated tablet

Oral use

Sweden

Stichting Registratiebeheer Bosstraat
69 3766 AC Soest Nederlédnderna
(NLD)

Biopram

40 mg

Film-coated tablet

Oral use
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Sweden TAD Pharma GmbH Heinz-Lohmann- |Citalopram TAD 20 mg Film-coated tablet Oral use
Strasse 5 DE-27472 Cuxhaven
Tyskland (DEU)
Sweden TAD Pharma GmbH Heinz-Lohmann- |Citalopram TAD 40 mg Film-coated tablet Oral use
Strasse 5 DE-27472 Cuxhaven
Tyskland (DEU)
United Alpharma Limited; Whiddon Valley; |Citalopram 10mg Tablet Oral use
Kingdom Barnstaple; Devon EX32 8NS; UK
United Alpharma Limited; Whiddon Valley; |Citalopram 20mg Tablet Oral use
Kingdom Barnstaple; Devon EX32 8NS; UK
United Alpharma Limited; Whiddon Valley; |Citalopram 40mg Tablet Oral use
Kingdom Barnstaple; Devon EX32 8NS; UK
United Arrow Generics limited, Unit 2, Citalopram 10mg Tablet Oral use
Kingdom Eastman Way, Stevenage, Herts
SG14SZ, UK.
United Arrow Generics limited, Unit 2, Citalopram 20mg Tablet Oral use
Kingdom Eastman Way, Stevenage, Herts
SG14SZ, UK.
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United Arrow Generics limited, Unit 2, Citalopram 40mg Tablet Oral use
Kingdom Eastman Way, Stevenage, Herts

SG14SZ, UK.
United Generics (UK) Limited; Albany Gate; |Citalopram 10mg Tablet Oral use
Kingdom Darkes Lane; Potters Bar, Herts

ENG6 1AG; UK
United Generics (UK) Limited; Albany Gate; |Citalopram 20mg Tablet Oral use
Kingdom Darkes Lane; Potters Bar, Herts

ENG6 1AG; UK
United Generics (UK) Limited; Albany Gate; [Citalopram 40mg Tablet Oral use
Kingdom Darkes Lane; Potters Bar, Herts

EN6 1AG; UK
United Lundbeck Limited; Lundbeck House; [Cipramil 10mg Tablet Oral use
Kingdom Caldecotte Lake Business Park;

Caldecotte; Milton Keynes; Bucks;

MK?7 8LF; UK
United Lundbeck Limited; Lundbeck House; [Cipramil 20mg Tablet Oral use
Kingdom Caldecotte Lake Business Park;

Caldecotte; Milton Keynes; Bucks;

MK?7 8LF; UK
United Lundbeck Limited; Lundbeck House; |Cipramil 40mg Tablet Oral use
Kingdom Caldecotte Lake Business Park;

Caldecotte; Milton Keynes; Bucks;

MK?7 8LF; UK
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United Lundbeck Limited; Lundbeck House; |Cipramil 40mg/ml Oral Drops, solution Oral use
Kingdom Caldecotte Lake Business Park;

Caldecotte; Milton Keynes; Bucks;

MK7 8LF; UK
United Lundbeck Limited; Lundbeck House; |Cipramil 40mg/ml Concentrate for Solution |Intravenous use
Kingdom Caldecotte Lake Business Park; for Infusion

Caldecotte; Milton Keynes; Bucks;

MK?7 8LF; UK
United Milpharm Limited, Marlborough Citalopram 10mg Tablet Oral use
Kingdom House, 298 Regent's Park Road,

Finchley, London N3 2UA; UK
United Milpharm Limited, Marlborough Citalopram 20mg Tablet Oral use
Kingdom House, 298 Regent's Park Road,

Finchley, London N3 2UA; UK
United Milpharm Limited, Marlborough Citalopram 40mg Tablet Oral use
Kingdom House, 298 Regent's Park Road,

Finchley, London N3 2UA; UK
United Neolab Limited; 57 High Street; Citalopram 10mg Tablet Oral use
Kingdom Odiham; Hants RG29 1LF, U.K.
United Neolab Limited; 57 High Street; Citalopram 20mg Tablet Oral use
Kingdom Odiham; Hants RG29 1LF, U.K.
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United Neolab Limited; 57 High Street; Citalopram 40mg Tablet Oral use
Kingdom Odiham; Hants RG29 1LF, UK.

United Norton Healthcare Limited; Ivax Citalopram 10mg Tablet Oral use
Kingdom Quay; Albert Basin; Royal Docks;

London E16 2QJ; UK

United Norton Healthcare Limited; Ivax Citalopram 20mg Tablet Oral use
Kingdom Quay; Albert Basin; Royal Docks;
London E16 2QJ; UK

United Norton Healthcare Limited; Ivax Citalopram 40mg Tablet Oral use
Kingdom Quay; Albert Basin; Royal Docks;
London E16 2QJ; UK

United Pliva Pharma Ltd; Vision House; Citalopram 10mg Tablet Oral use
Kingdom Bedford Road; Petersfield, Hampshire

GU32 3QB; UK
United Pliva Pharma Ltd; Vision House; Citalopram 20mg Tablet Oral use
Kingdom Bedford Road; Petersfield, Hampshire

GU32 3QB; UK
United Pliva Pharma Ltd; Vision House; Citalopram 40mg Tablet Oral use
Kingdom Bedford Road; Peterstield, Hampshire

GU32 3QB; UK
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United Ranbaxy (UK) Limited; CP House, 97- |Citalopram; Paxoran 10mg Tablet Oral use
Kingdom 107 Uxbridge Road, Ealing, London

W5 STL, UK.
United Ranbaxy (UK) Limited; CP House, 97- |Citalopram; Paxoran 20mg Tablet Oral use
Kingdom 107 Uxbridge Road, Ealing, London

W5 5TL, UK.
United Ranbaxy (UK) Limited; CP House, 97- |Citalopram; Paxoran 40mg Tablet Oral use
Kingdom 107 Uxbridge Road, Ealing, London

W5 5TL, UK.
United Ratiopharm UK Limited, 5 Jackson Citalopram 10mg Tablet Oral use
Kingdom Close, Grove Road, Cosham,

Portsmouth, Hants PO6 1UP; UK
United Ratiopharm UK Limited, 5 Jackson Citalopram 20mg Tablet Oral use
Kingdom Close, Grove Road, Cosham,

Portsmouth, Hants PO6 1UP; UK
United Ratiopharm UK Limited, 5 Jackson Citalopram 40mg Tablet Oral use
Kingdom Close, Grove Road, Cosham,

Portsmouth, Hants PO6 1UP; UK
United Sandoz Limited; 37 Woolmer Way; Citalopram 10mg Tablet Oral use
Kingdom Bordon, Hants GU35 9QE, U .K.
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United Sandoz Limited; 37 Woolmer Way;  |Citalopram 20mg Tablet Oral use
Kingdom Bordon, Hants GU35 9QE, U.K.
United Sandoz Limited; 37 Woolmer Way; Citalopram 40mg Tablet Oral use
Kingdom Bordon, Hants GU35 9QE, U.K.
United Sterwin Medicines Limited, PO Box  |Citalopram 10mg Tablet Oral use
Kingdom 611, Guildford,Surrey GU1 4YS, U.K.
United Sterwin Medicines Limited, PO Box |Citalopram 20mg Tablet Oral use
Kingdom 611, Guildford,Surrey GU1 4YS, U.K.
United Sterwin Medicines Limited, PO Box |Citalopram 40mg Tablet Oral use
Kingdom 611, Guildford,Surrey GU1 4YS, U.K.
United Tillomed Laboratories Limited; 3 Citalopram 20mg Tablet Oral use
Kingdom Howard Road, Eaton Socon, St.Neots,

Cambridgeshire PE19 3ET; UK
United Tillomed Laboratories Limited; 3 Citalopram 30mg Tablet Oral use
Kingdom Howard Road, Eaton Socon, St.Neots,

Cambridgeshire PE19 3ET; UK
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United Tillomed Laboratories Limited; 3 Citalopram 40mg Tablet Oral use
Kingdom Howard Road, Eaton Socon, St.Neots,

Cambridgeshire PE19 3ET; UK
United Tillomed Laboratories Limited; 3 Citalopram 60mg Tablet Oral use
Kingdom Howard Road, Eaton Socon, St.Neots,

Cambridgeshire PE19 3ET; UK
United Waymade PLC, Sovereign House, Citalopram 10mg Tablet Oral use
Kingdom Miles Gray Road, Basildon, Essex

SS14 3FR; UK
United Waymade PLC, Sovereign House, Citalopram 20mg Tablet Oral use
Kingdom Miles Gray Road, Basildon, Essex

SS14 3FR; UK
United Waymade PLC, Sovereign House, Citalopram 40mg Tablet Oral use
Kingdom Miles Gray Road, Basildon, Essex

SS14 3FR; UK
United Wessex Fine Chemicals Limited, Citalopram 10mg Tablet Oral use
Kingdom Thornhill Works, Coolham, West

Sussex RH13 8QN; UK
United Wessex Fine Chemicals Limited, Citalopram 20mg Tablet Oral use
Kingdom Thornhill Works, Coolham, West

Sussex RH13 8QN; UK
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United Wessex Fine Chemicals Limited, Citalopram 40mg Tablet Oral use
Kingdom Thornhill Works, Coolham, West
Sussex RH13 8QN; UK
ESCITALOPRAM containing medicinal products with Marketing Authorisation in the European Union
Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form Route of administration
Austria H. Lundbeck A/S Ottiliavej 9, Cipralex Smg-Filmtabletten Smg Film-coated tablet Oral use
Kopehagen-Valby, DK 2500
Austria H. Lundbeck A/S Ottiliavej 9, Cipralex 10mg-Filmtabletten 10mg Film-coated tablet Oral use
Kopehagen-Valby, DK 2500
Austria H. Lundbeck A/S Ottiliavej 9, Cipralex 15mg-Filmtabletten 15mg Film-coated tablet Oral use
Kopehagen-Valby, DK 2500
Austria H. Lundbeck A/S Ottiliavej 9, Cipralex 20mg-Filmtabletten 20mg Film-coated tablet Oral use
Kopehagen-Valby, DK 2500
Austria H. Lundbeck A/S Ottiliavej 9, Entact-Lundbeck Smg- Smg Film-coated tablet Oral use
Kopehagen-Valby, DK 2500 Filmtabletten
CHMP/117014/2005 142/573 ©EMEA 2005




Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form Route of administration

Austria H. Lundbeck A/S Ottiliavej 9, Entact-Lundbeck 10mg- 10mg Film-coated tablet Oral use
Kopehagen-Valby, DK 2500 Filmtabletten

Austria H. Lundbeck A/S Ottiliavej 9, Entact-Lundbeck 15mg- 15mg Film-coated tablet Oral use
Kopehagen-Valby, DK 2500 Filmtabletten

Austria H. Lundbeck A/S Ottiliavej 9, Entact-Lundbeck 20mg- 20mg Film-coated tablet Oral use
Kopehagen-Valby, DK 2500 Filmtabletten

Belgium LUNDBECK N.V. Moliérelaan 225  |Lexapro 5mg Film-coated tablets Oral use
1050 Brussel, Belgium

Belgium LUNDBECK N.V. Moliérelaan 225  |Lexapro 10 mg Film-coated tablets Oral use
1050 Brussel, Belgium

Belgium LUNDBECK N.V. Moli¢relaan 225  |Lexapro 15 mg Film-coated tablets Oral use
1050 Brussel, Belgium

Belgium LUNDBECK N.V. Moliérelaan 225  |Lexapro 20 mg Film-coated tablets Oral use
1050 Brussel, Belgium
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Belgium LUNDBECK N.V. Moliérelaan 225  |Sipralexa 5mg Film-coated tablets Oral use
1050 Brussel, Belgium
Belgium LUNDBECK N.V. Moli¢relaan 225  |Sipralexa 10 mg Film-coated tablets Oral use
1050 Brussel, Belgium
Belgium LUNDBECK N.V. Molié¢relaan 225  |Sipralexa 15 mg Film-coated tablets Oral use
1050 Brussel, Belgium
Belgium LUNDBECK N.V. Moliérelaan 225  |Sipralexa 20 mg Film-coated tablets Oral use
1050 Brussel, Belgium
Belgium LUNDBECK N.V. Moliérelaan 225  |Sipralexa 10 mg/ml Oral drops, solution Oral use
1050 Brussel, Belgium
Belgium LUNDBECK N.V. Moliérelaan 225  |Lexapro 10 mg/ml Oral drops, solution Oral use
1050 Brussel, Belgium
Czech H.LUNDBECK A/S, CIPRALEX 5 MG 5mg Film-coated tablet Oral use
Republic COPENHAGEN - VALBY, Ottilave 9,
2500 Valby, Denmark
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Czech H.LUNDBECK A/S, CIPRALEX 10 MG 10 mg Film-coated tablet Oral use
Republic COPENHAGEN - VALBY, Ottilave 9,
2500 Valby, Denmark
Czech H.LUNDBECK A/S, CIPRALEX 20 MG 20 mg Film-coated tablet Oral use
Republic COPENHAGEN - VALBY, Ottilave 9,
2500 Valby, Denmark
Denmark H. Lundbeck A/S, Ottiliavej 7-9, DK- |Cipralex 5mg Film-coated tablet Oral use
2500 Valby, Denmark
Denmark H. Lundbeck A/S, Ottiliavej 7-9, DK- |Cipralex 10 mg Film-coated tablet Oral use
2500 Valby, Denmark
Denmark H. Lundbeck A/S, Ottiliavej 7-9, DK- |Cipralex 15 mg Film-coated tablet Oral use
2500 Valby, Denmark
Denmark H. Lundbeck A/S, Ottiliavej 7-9, DK- |Cipralex 20 mg Film-coated tablet Oral use
2500 Valby, Denmark
Denmark H. Lundbeck A/S, Ottiliavej 7-9, DK- |Cipralex 10 mg/ml Oral drops, solution Oral use
2500 Valby, Denmark
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Denmark H. Lundbeck A/S, Ottiliavej 7-9, DK- |Lexapro 5mg Film-coated tablet Oral use
2500 Valby, Denmark
Denmark H. Lundbeck A/S, Ottiliavej 7-9, DK- |Lexapro 10 mg Film-coated tablet Oral use
2500 Valby, Denmark
Denmark H. Lundbeck A/S, Ottiliavej 7-9, DK- |Lexapro 15 mg Film-coated tablet Oral use
2500 Valby, Denmark
Denmark H. Lundbeck A/S, Ottiliavej 7-9, DK- |Lexapro 20 mg Film-coated tablet Oral use
2500 Valby, Denmark
Denmark H. Lundbeck A/S, Ottiliavej 7-9, DK- |Lexapro 10 mg/ml Oral drops, solution Oral use
2500 Valby, Denmark
Estonia LUNDBECK H A/S, Ottiliavej 9, CIPRALEX 10mg Tablet Oral use
2500 Copenhagen-Valby, Denmark
Estonia LUNDBECK H A/S, Ottiliavej 9, CIPRALEX 15mg Tablet Oral use
2500 Copenhagen-Valby, Denmark
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Estonia LUNDBECK H A/S, Ottiliavej 9, CIPRALEX Smg Tablet Oral use
2500 Copenhagen-Valby, Denmark
Estonia LUNDBECK H A/S, Ottiliavej 9, CIPRALEX 20mg Tablet Oral use
2500 Copenhagen-Valby, Denmark
Finland H.Lundbeck A/S, Ottiliavej 9, Valby, |Cipralex 5mg Film-coated tablet Oral use
2500 COPENHAGEN, Denmark
Finland H.Lundbeck A/S, Ottiliavej 9, Valby, |Cipralex 10 mg Film-coated tablet Oral use
2500 COPENHAGEN, Denmark
Finland H.Lundbeck A/S, Ottiliavej 9, Valby, |Cipralex 15 mg Film-coated tablet Oral use
2500 COPENHAGEN, Denmark
Finland H.Lundbeck A/S, Ottiliavej 9, Valby, |Cipralex 20 mg Film-coated tablet Oral use
2500 COPENHAGEN, Denmark
Finland H.Lundbeck A/S, Ottiliavej 9, Valby, |Cipralex 10 mg/ml Oral drops, solution Oral use
2500 COPENHAGEN, Denmark
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Finland H.Lundbeck A/S, Ottiliavej 9, Valby, |Entact 5 mg Film-coated tablet Oral use
2500 COPENHAGEN, Denmark
Finland H.Lundbeck A/S, Ottiliavej 9, Valby, |Entact 10 mg Film-coated tablet Oral use
2500 COPENHAGEN, Denmark
Finland H.Lundbeck A/S, Ottiliavej 9, Valby, |Entact 15 mg Film-coated tablet Oral use
2500 COPENHAGEN, Denmark
Finland H.Lundbeck A/S, Ottiliavej 9, Valby, |Entact 20 mg Film-coated tablet Oral use
2500 COPENHAGEN, Denmark
Finland H.Lundbeck A/S, Ottiliavej 9, Valby, |Entact 10 mg/ml Oral drops, solution Oral use
2500 COPENHAGEN, Denmark
France Lundbeck SEROPLEX 10 mg Film-coated tablet Oral use
37 avenue Pierre Premier de Serbie
75008 Paris, France
France Lundbeck SEROPLEX 15 mg Film-coated tablet Oral use
37 avenue Pierre Premier de Serbie
75008 Paris, France
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France

Lundbeck
37 avenue Pierre Premier de Serbie
75008 Paris, France

SEROPLEX

20 mg

Film-coated tablet

Oral use

France

Lundbeck
37 avenue Pierre Premier de Serbie
75008 Paris, France

SEROPLEX

Film-coated tablet

Oral use

France

Lundbeck
37 avenue Pierre Premier de Serbie
75008 Paris, France

SEROPLEX

10 mg/ml

Oral solution

Oral use

France

Lundbeck
37 avenue Pierre Premier de Serbie
75008 Paris, France

SIPRALEX

10 mg

Film-coated tablet

Oral use

France

Lundbeck
37 avenue Pierre Premier de Serbie
75008 Paris, France

SIPRALEX

15 mg

Film-coated tablet

Oral use

France

Lundbeck
37 avenue Pierre Premier de Serbie
75008 Paris, France

SIPRALEX

20 mg

Film-coated tablet

Oral use

France

Lundbeck
37 avenue Pierre Premier de Serbie
75008 Paris, France

SIPRALEX

Film-coated tablet

Oral use
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France

Lundbeck
37 avenue Pierre Premier de Serbie
75008 Paris, France

SIPRALEX

10 mg/ml

Oral solution

Oral use

Germany

H.Lundbeck A/S
Ottiliavej 7-9
DK-2500 Kopenhagen-Valby

Cipralex 5 mg Filmtabletten

Film-coated tablet

Oral use

Germany

H.Lundbeck A/S
Ottiliavej 7-9
DK-2500 Kopenhagen-Valby

Cipralex 10 mg Filmtabletten

10 mg

Film-coated tablet

Oral use

Germany

H.Lundbeck A/S
Ottiliavej 7-9
DK-2500 Kopenhagen-Valby

Cipralex 15 mg Filmtabletten

15 mg

Film-coated tablet

Oral use

Germany

H.Lundbeck A/S
Ottiliavej 7-9
DK-2500 Kopenhagen-Valby

Cipralex 20 mg Filmtabletten

20 mg

Film-coated tablet

Oral use

Germany

H.Lundbeck A/S
Ottiliavej 7-9
DK-2500 Kopenhagen-Valby

Entact 5 mg Filmtabletten

Film-coated tablet

Oral use

Germany

H.Lundbeck A/S
Ottiliavej 7-9
DK-2500 Kopenhagen-Valby

Entact 10 mg Filmtabletten

10 mg

Film-coated tablet

Oral use
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Germany H.Lundbeck A/S Entact 15 mg Filmtabletten 15 mg Film-coated tablet Oral use
Ottiliavej 7-9
DK-2500 Kopenhagen-Valby

Germany H.Lundbeck A/S Entact 20 mg Filmtabletten 20 mg Film-coated tablet Oral use
Ottiliavej 7-9
DK-2500 Kopenhagen-Valby

Germany H.Lundbeck A/S Cipralex 10 mg/ml Tropfen zum |10 mg Oral drops, solution Oral use
Ottiliavej 7-9 Einnehmen, Loesung
DK-2500 Kopenhagen-Valby

Germany H.Lundbeck A/S Entact 10 mg/ml Tropfen zum 10 mg Oral drops, solution Oral use
Ottiliavej 7-9 Einnehmen, Loesung
DK-2500 Kopenhagen-Valby

Greece H. LUNDBECK A/S DENMARK, CIPRALEX Smg Film-coated tablet Oral use
Ottiliave 9, DK-2500, VALBY
COPENHAGEN, DENMARK

Greece H. LUNDBECK A/S DENMARK, CIPRALEX 10mg Film-coated tablet Oral use
Ottiliave 9, DK-2500, VALBY
COPENHAGEN, DENMARK

Greece H. LUNDBECK A/S DENMARK, CIPRALEX 15mg Film-coated tablet Oral use
Ottiliave 9, DK-2500, VALBY
COPENHAGEN, DENMARK
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Greece

H. LUNDBECK A/S DENMARK,
Ottiliave 9, DK-2500, VALBY
COPENHAGEN, DENMARK

CIPRALEX

20mg

Film-coated tablet

Oral use

Greece

H. LUNDBECK A/S DENMARK,
Ottiliave 9, DK-2500, VALBY
COPENHAGEN, DENMARK

CIPRALEX

10mg/ml

Oral drops, solution

Oral use

Greece

H. LUNDBECK A/S DENMARK,
Ottiliave 9, DK-2500, VALBY
COPENHAGEN, DENMARK

ENTACT

Smg

Film-coated tablet

Oral use

Greece

H. LUNDBECK A/S DENMARK,
Ottiliave 9, DK-2500, VALBY
COPENHAGEN, DENMARK

ENTACT

10mg

Film-coated tablet

Oral use

Greece

H. LUNDBECK A/S DENMARK,
Ottiliave 9, DK-2500, VALBY
COPENHAGEN, DENMARK

ENTACT

15mg

Film-coated tablet

Oral use

Greece

H. LUNDBECK A/S DENMARK,
Ottiliave 9, DK-2500, VALBY
COPENHAGEN, DENMARK

ENTACT

20mg

Film-coated tablet

Oral use

Greece

H. LUNDBECK A/S DENMARK,
Ottiliave 9, DK-2500, VALBY
COPENHAGEN, DENMARK

ENTACT

10mg/ml

Oral drops, solution

Oral use
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Hungary Lundbeck A/S 2500 Koppenhaga- CIPRALEX 5 mg filmtabletta 5mg Film-coated tablet Oral use
Valby, Ottiliavej 9. Denmark
Hungary Lundbeck A/S 2500 Koppenhaga- CIPRALEX 10 mg filmtabletta |10 mg Film-coated tablet Oral use
Valby, Ottiliavej 9. Denmark
Hungary Lundbeck A/S 2500 Koppenhaga- CIPRALEX 15 mg filmtabletta |15 mg Film-coated tablet Oral use
Valby, Ottiliavej 9. Denmark
Hungary Lundbeck A/S 2500 Koppenhaga- CIPRALEX 20 mg filmtabletta |20 mg Film-coated tablet Oral use
Valby, Ottiliavej 9. Denmark
Iceland H. Lundbeck A/Sm 9 Ottiliavej Cipralex 10 mg/ml Oral drops, solution Oral use
DK-2500 Valby
Copenhagen
Iceland H. Lundbeck A/Sm 9 Ottiliavej Cipralex 5mg Film-coated tablet Oral use
DK-2500 Valby
Copenhagen
Iceland H. Lundbeck A/Sm 9 Ottiliavej Cipralex 10 mg Film-coated tablet Oral use
DK-2500 Valby
Copenhagen
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Iceland

H. Lundbeck A/Sm 9 Ottiliavej
DK-2500 Valby
Copenhagen

Cipralex

15 mg

Film-coated tablet

Oral use

Iceland

H. Lundbeck A/Sm 9 Ottiliave;j
DK-2500 Valby
Copenhagen

Cipralex

20 mg

Film-coated tablet

Oral use

Iceland

H. Lundbeck A/Sm 9 Ottiliave;j
DK-2500 Valby
Copenhagen

Entact

10 mg/ml

Oral drops, solution

Oral use

Iceland

H. Lundbeck A/Sm 9 Ottiliave;j
DK-2500 Valby
Copenhagen

Entact

Film-coated tablet

Oral use

Iceland

H. Lundbeck A/Sm 9 Ottiliavej
DK-2500 Valby
Copenhagen

Entact

10 mg

Film-coated tablet

Oral use

Iceland

H. Lundbeck A/Sm 9 Ottiliave;j
DK-2500 Valby
Copenhagen

Entact

15 mg

Film-coated tablet

Oral use

Iceland

H. Lundbeck A/Sm 9 Ottiliavej
DK-2500 Valby
Copenhagen

Entact

20 mg

Film-coated tablet

Oral use
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Ireland H. Lundbeck A/S, Ottiliavej 9, DK-  |Lexapro & Entact 5mg Film-coated tablet Oral use
2500 Copenhagen — Valby, Denmark

Ireland H. Lundbeck A/S, Ottiliavej 9, DK- Lexapro & Entact 10 mg Film-coated tablet Oral use
2500 Copenhagen — Valby, Denmark

Ireland H. Lundbeck A/S, Ottiliavej 9, DK- Lexapro & Entact 15 mg Film-coated tablet Oral use
2500 Copenhagen — Valby, Denmark

Ireland H. Lundbeck A/S, Ottiliavej 9, DK- Lexapro & Entact 20 mg Film-coated tablet Oral use
2500 Copenhagen — Valby, Denmark

Italy H. Lundbeck A/S Cipralex 5 mg Film-coated tablet Oral use
Ottiliavej 9
DK-2500, Valby, Copenhagen -
Denmark

Italy H. Lundbeck A/S Cipralex 10 mg Film-coated tablet Oral use
Ottiliavej 9
DK-2500, Valby, Copenhagen -
Denmark

Italy H. Lundbeck A/S Cipralex 15 mg Film-coated tablet Oral use
Ottiliavej 9
DK-2500, Valby, Copenhagen -
Denmark
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Italy

H. Lundbeck A/S

Ottiliavej 9

DK-2500, Valby, Copenhagen -
Denmark

Cipralex

20 mg

Film-coated tablet

Oral use

Italy

H. Lundbeck A/S

Ottiliavej 9

DK-2500, Valby, Copenhagen -
Denmark

Cipralex

10 mg/ml

Oral drops, solution

Oral use

Italy

Recordati Industria Chimica e
Farmaceutica S.p.A.

Via M.Civitali, 1

20148 Milano

Italy

Entact

Film-coated tablet

Oral use

Italy

Recordati Industria Chimica e
Farmaceutica S.p.A.

Via M.Civitali, 1

20148 Milano

Italy

Entact

10 mg

Film-coated tablet

Oral use

Italy

Recordati Industria Chimica e
Farmaceutica S.p.A.

Via M.Civitali, 1

20148 Milano

Italy

Entact

15 mg

Film-coated tablet

Oral use

Italy

Recordati Industria Chimica e
Farmaceutica S.p.A.

Via M.Civitali, 1

20148 Milano

Italy

Entact

20 mg

Film-coated tablet

Oral use
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Italy

Recordati Industria Chimica e
Farmaceutica S.p.A.

Via M.Civitali, 1

20148 Milano

Italy

Entact

10 mg/ml

Oral drops, solution

Oral use

Latvia

H. Lundbeck A/S, Ottiliavej 9
Valby

DK-2500, Copenhagen
DENMARK

Cipralex

Film-coated tablet

Oral use

Latvia

H. Lundbeck A/S, Ottiliavej 9
Valby

DK-2500, Copenhagen
DENMARK

Cipralex

10 mg

Film-coated tablet

Oral use

Latvia

H. Lundbeck A/S, Ottiliavej 9
Valby

DK-2500, Copenhagen
DENMARK

Cipralex

15 mg

Film-coated tablet

Oral use

Latvia

H. Lundbeck A/S, Ottiliavej 9
Valby

DK-2500, Copenhagen
DENMARK

Cipralex

20 mg

Film-coated tablet

Oral use

Lithuania

H.Lundbeck A/S, Ottiliavej 9, DK -
2500 Valby, Copenhagen, Denmark

Cipralex

Film-coated tablet

Oral use

Lithuania

H.Lundbeck A/S, Ottiliavej 9, DK -
2500 Valby, Copenhagen, Denmark

Cipralex

10 mg

Film-coated tablet

Oral use
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Lithuania H.Lundbeck A/S, Ottiliavej 9, DK - |Cipralex 15 mg Film-coated tablet Oral use
2500 Valby, Copenhagen, Denmark

Lithuania H.Lundbeck A/S, Ottiliavej 9, DK - Cipralex 20 mg Film-coated tablet Oral use
2500 Valby, Copenhagen, Denmark

Luxembourg [H. Lundbeck A/S Ottiliavej 9, Sipralexa 5mg Coated tablet Oral use
Copehagen-Valby, DK 2500

Luxembourg |H. Lundbeck A/S Ottiliavej 9, Sipralexa 10 mg Coated tablet Oral use
Copehagen-Valby, DK 2500

Luxembourg [H. Lundbeck A/S Ottiliavej 9, Sipralexa 15 mg Coated tablet Oral use
Copehagen-Valby, DK 2500

Luxembourg [H. Lundbeck A/S Ottiliavej 9, Sipralexa 20 mg Coated tablet Oral use
Copehagen-Valby, DK 2500

Luxembourg [H. Lundbeck A/S Ottiliavej 9, Sipralexa 10 mg/ml Oral solution Oral use
Copehagen-Valby, DK 2500
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Luxembourg [H. Lundbeck A/S Ottiliavej 9, Lexapro 5mg Coated tablet Oral use
Copehagen-Valby, DK 2500

Luxembourg [H. Lundbeck A/S Ottiliavej 9, Lexapro 10 mg Coated tablet Oral use
Copehagen-Valby, DK 2500

Luxembourg [H. Lundbeck A/S Ottiliavej 9, Lexapro 15 mg Coated tablet Oral use
Copehagen-Valby, DK 2500

Luxembourg |H. Lundbeck A/S Ottiliavej 9, Lexapro 20 mg Coated tablet Oral use
Copehagen-Valby, DK 2500

Luxembourg [H. Lundbeck A/S Ottiliavej 9, Lexapro 10 mg/ml Oral solution Oral use
Copehagen-Valby, DK 2500

Malta H Lundbeck AS, 9, Ottilavey, DK Cipralex 5mg Tablet Oral use

2500 Vallay Copenhagen

Malta H Lundbeck AS, 9, Ottilavey, DK Cipralex 10 mg Tablet Oral use
2500 Vallay Copenhagen
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Malta H Lundbeck AS, 9, Ottilavey, DK Cipralex 15 mg Tablet Oral use
2500 Vallay Copenhagen
Malta H Lundbeck AS, 9, Ottilavey, DK Cipralex 20 mg Tablet Oral use
2500 Vallay Copenhagen
Netherlands H. Lundbeck A/S, Ottiliavej 9, DK- Cipralex 5mg Film-coated tablet Oral use
2500 Valby
Netherlands H. Lundbeck A/S, Ottiliavej 9, DK- Cipralex 10 mg Film-coated tablet Oral use
2500 Valby
Netherlands H. Lundbeck A/S, Ottiliavej 9, DK-  |Cipralex 15 mg Film-coated tablet Oral use
2500 Valby
Netherlands H. Lundbeck A/S, Ottiliavej 9, DK- Cipralex 20 mg Film-coated tablet Oral use
2500 Valby
Netherlands H. Lundbeck A/S, Ottiliavej 9, DK- Lexapro 5 mg, film coated tablets |5 mg Film-coated tablet Oral use
2500 Valby
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Netherlands H. Lundbeck A/S, Ottiliavej 9, DK-  |Lexapro 10 mg, film coated 10 mg Film-coated tablet Oral use
2500 Valby tablets
Netherlands H. Lundbeck A/S, Ottiliavej 9, DK-  |Lexapro 15 mg, film coated 15 mg Film-coated tablet Oral use
2500 Valby tablets
Netherlands H. Lundbeck A/S, Ottiliavej 9, DK- Lexapro 20 mg, film coated 20 mg Film-coated tablet Oral use
2500 Valby tablets
Norway H. Lundbeck A/S, Ottiliavej 9, DK-  |Cipralex 5 mg Film-coated tablet Oral use
2500 Valby, Denmark
Norway H. Lundbeck A/S, Ottiliavej 9, DK-  |Cipralex 10 mg Film-coated tablet Oral use
2500 Valby, Denmark
Norway H. Lundbeck A/S, Ottiliavej 9, DK-  |Cipralex 15 mg Film-coated tablet Oral use
2500 Valby, Denmark
Norway H. Lundbeck A/S, Ottiliavej 9, DK-  |Cipralex 20 mg Film-coated tablet Oral use
2500 Valby, Denmark
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Norway H. Lundbeck A/S, Ottiliavej 9, DK-  |Cipralex 10mg/ml Oral drops, solution Oral use
2500 Valby, Denmark
Norway H. Lundbeck A/S, Ottiliavej 9, DK-  |Entact 5 mg Film-coated tablet Oral use
2500 Valby, Denmark
Norway H. Lundbeck A/S, Ottiliavej 9, DK-  |Entact 10 mg Film-coated tablet Oral use
2500 Valby, Denmark
Norway H. Lundbeck A/S, Ottiliavej 9, DK-  |Entact 15 mg Film-coated tablet Oral use
2500 Valby, Denmark
Norway H. Lundbeck A/S, Ottiliavej 9, DK-  |Entact 20 mg Film-coated tablet Oral use
2500 Valby, Denmark
Norway H. Lundbeck A/S, Ottiliavej 9, DK-  |Entact 10mg/ml Oral drops, solution Oral use
2500 Valby, Denmark
Poland H. Lundbeck A/S, Ottiliavej 9, Lexapro 5 mg Coated tablet Oral use
DK-2500 Copenhagen-Valby
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Poland H. Lundbeck A/S, Ottiliave;j 9, Lexapro 10 mg Coated tablet Oral use
DK-2500 Copenhagen-Valby
Poland H. Lundbeck A/S, Ottiliavej 9, Lexapro 15 mg Coated tablet Oral use
DK-2500 Copenhagen-Valby
Poland H. Lundbeck A/S, Ottiliavej 9, Lexapro 20 mg Coated tablet Oral use
DK-2500 Copenhagen-Valby
Portugal H. Lundbeck A/S, Ottiliavej, 9 DK- Cipralex 5 mg Film-coated tablet Oral use
2500 Valby - Copenhagen Dinamarca
Portugal H. Lundbeck A/S, Ottiliavej, 9 DK-  |Cipralex 10 mg Film-coated tablet Oral use
2500 Valby - Copenhagen Dinamarca
Portugal H. Lundbeck A/S, Ottiliavej, 9 DK- Cipralex 20 mg Film-coated tablet Oral use
2500 Valby - Copenhagen Dinamarca
Portugal H. Lundbeck A/S, Ottiliavej, 9 DK- Cipralex 15 mg Film-coated tablet Oral use
2500 Valby - Copenhagen Dinamarca
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Portugal H. Lundbeck A/S, Ottiliavej, 9 DK-  |Cipralex 10 mg/ml 10 mg/ml Oral drops, solution Oral use
2500 Valby - Copenhagen Dinamarca
Portugal H. Lundbeck A/S, Ottiliavej, 9 DK- Entact 10 mg Film-coated tablet Oral use
2500 Valby - Copenhagen Dinamarca
Portugal H. Lundbeck A/S, Ottiliavej, 9 DK- Entact 20 mg Film-coated tablet Oral use
2500 Valby - Copenhagen Dinamarca
Portugal H. Lundbeck A/S, Ottiliavej, 9 DK- Entact 15 mg Film-coated tablet Oral use
2500 Valby - Copenhagen Dinamarca
Portugal H. Lundbeck A/S, Ottiliavej, 9 DK-  |Entact 5 mg Film-coated tablet Oral use
2500 Valby - Copenhagen Dinamarca
Portugal H. Lundbeck A/S, Ottiliavej, 9 DK-  |Entact 10 mg/ml 10 mg/ml Oral drops, solution Oral use
2500 Valby - Copenhagen Dinamarca
Slovak H.Lundbeck A/S, Ottiliavej 9, DK - CIPRALEX 10mg 10mg Film-coated tablet Oral use
Republic 2500 Copenhagen Valby
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Slovak H.Lundbeck A/S, Ottiliavej 9, DK - CIPRALEX 15mg 15mg Film-coated tablet Oral use
Republic 2500 Copenhagen Valby
Slovak H.Lundbeck A/S, Ottiliavej 9, DK - CIPRALEX 20mg 20mg Film-coated tablet Oral use
Republic 2500 Copenhagen Valby
Slovak H.Lundbeck A/S, Ottiliavej 9, DK - CIPRALEX 5mg Smg Film-coated tablet Oral use
Republic 2500 Copenhagen Valby
Slovenia Lundbeck Pharma svetovalno podjetje |{CIPRALEX 5 mg Film-coated tablet Oral use
d.o.o., PreSernova 1, SI-2000 Maribor,
Slovenia
Slovenia Lundbeck Pharma svetovalno podjetje |CIPRALEX 10 mg Film-coated tablet Oral use
d.o.o., PreSernova 1, SI-2000 Maribor,
Slovenia
Spain ALMIRALL PRODESFARMA S.A., [ESERTIA 5 mg Film-coated tablet Oral use
Ronda General Mitre 151 , 08022
Barcelona, Spain
Spain ALMIRALL PRODESFARMA S.A., |ESERTIA 10 mg Film-coated tablet Oral use
Ronda General Mitre 151 , 08022
Barcelona, Spain
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Spain

ALMIRALL PRODESFARMA S.A.,
Ronda General Mitre 151 , 08022
Barcelona, Spain

ESERTIA

15 mg

Film-coated tablet

Oral use

Spain

ALMIRALL PRODESFARMA S.A.,
Ronda General Mitre 151 , 08022
Barcelona, Spain

ESERTIA

20 mg

Film-coated tablet

Oral use

Spain

ALMIRALL PRODESFARMA S.A.,
Ronda General Mitre 151 , 08022
Barcelona, Spain

ESERTIA

10 mg/ml

Oral drops, solution

Oral use

Spain

LUNDBECK ESPANA, S.A., Avda.
Diagonal, 605, 08028 Barcelona,
Spain

CIPRALEX

Film-coated tablet

Oral use

Spain

LUNDBECK ESPANA, S.A., Avda.
Diagonal, 605, 08028 Barcelona,
Spain

CIPRALEX

10 mg

Film-coated tablet

Oral use

Spain

LUNDBECK ESPANA, S.A., Avda.
Diagonal, 605, 08028 Barcelona,
Spain

CIPRALEX

15 mg

Film-coated tablet

Oral use

Spain

LUNDBECK ESPANA, S.A., Avda.
Diagonal, 605, 08028 Barcelona,
Spain

CIPRALEX

20 mg

Film-coated tablet

Oral use
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Spain

LUNDBECK ESPANA, S.A., Avda.

Diagonal, 605, 08028 Barcelona,
Spain

CIPRALEX

10 mg/ml

Oral drops, solution

Oral use

Spain

LUNDBECK ESPANA, S.A., Avda.

Diagonal, 605, 08028 Barcelona,
Spain

ENTACT

Film-coated tablet

Oral use

Spain

LUNDBECK ESPANA, S.A., Avda.

Diagonal, 605, 08028 Barcelona,
Spain

ENTACT

10 mg

Film-coated tablet

Oral use

Spain

LUNDBECK ESPANA, S.A., Avda.

Diagonal, 605, 08028 Barcelona,
Spain

ENTACT

15 mg

Film-coated tablet

Oral use

Spain

LUNDBECK ESPANA, S.A., Avda.

Diagonal, 605, 08028 Barcelona,
Spain

ENTACT

20 mg

Film-coated tablet

Oral use

Spain

LUNDBECK ESPANA, S.A., Avda.

Diagonal, 605, 08028 Barcelona,
Spain

ENTACT

10 mg/ml

Oral drops, solution

Oral use

Sweden

H. Lundbeck A/S Ottiliavej 7-9 DK-
2500 Kopenhamn-Valby Danmark
(DNK)

Cipralex

Film-coated tablet

Oral use
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Sweden

H. Lundbeck A/S Ottiliavej 7-9 DK-
2500 Kopenhamn-Valby Danmark
(DNK)

Cipralex

10 mg

Film-coated tablet

Oral use

Sweden

H. Lundbeck A/S Ottiliavej 7-9 DK-
2500 K&penhamn-Valby Danmark
(DNK)

Cipralex

15 mg

Film-coated tablet

Oral use

Sweden

H. Lundbeck A/S Ottiliavej 7-9 DK-
2500 Kdpenhamn-Valby Danmark
(DNK)

Cipralex

20 mg

Film-coated tablet

Oral use

Sweden

H. Lundbeck A/S Ottiliavej 7-9 DK-
2500 Koépenhamn-Valby Danmark
(DNK)

Entact

Film-coated tablet

Oral use

Sweden

H. Lundbeck A/S Ottiliavej 7-9 DK-
2500 Kopenhamn-Valby Danmark
(DNK)

Entact

10 mg

Film-coated tablet

Oral use

Sweden

H. Lundbeck A/S Ottiliavej 7-9 DK-
2500 Kopenhamn-Valby Danmark
(DNK)

Entact

15 mg

Film-coated tablet

Oral use

Sweden

H. Lundbeck A/S Ottiliavej 7-9 DK-
2500 Kopenhamn-Valby Danmark
(DNK)

Entact

20 mg

Film-coated tablet

Oral use
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Sweden

H. Lundbeck A/S Ottiliavej 7-9 DK-
2500 Kopenhamn-Valby Danmark
(DNK)

Prilect

Smg

Film-coated tablet

Oral use

Sweden

H. Lundbeck A/S Ottiliavej 7-9 DK-
2500 K&penhamn-Valby Danmark
(DNK)

Prilect

10 mg

Film-coated tablet

Oral use

Sweden

H. Lundbeck A/S Ottiliavej 7-9 DK-
2500 Kdpenhamn-Valby Danmark
(DNK)

Prilect

15 mg

Film-coated tablet

Oral use

Sweden

H. Lundbeck A/S Ottiliavej 7-9 DK-
2500 Koépenhamn-Valby Danmark
(DNK)

Prilect

20 mg

Film-coated tablet

Oral use

Sweden

H. Lundbeck A/S Ottiliavej 7-9 DK-
2500 Kopenhamn-Valby Danmark
(DNK)

Cipralex

10 mg/ml

Oral drops, solution

Oral use

Sweden

H. Lundbeck A/S Ottiliavej 7-9 DK-
2500 Kopenhamn-Valby Danmark
(DNK)

Entact

10 mg/ml

Oral drops, solution

Oral use

Sweden

H. Lundbeck A/S Ottiliavej 7-9 DK-
2500 Kopenhamn-Valby Danmark
(DNK)

Prilect

10 mg/ml

Oral drops, solution

Oral use
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United H Lundbeck A/S; Ottliliavej 9; DK Cipralex Smg Tablet Oral use

Kingdom 2500 Valby; Copenhagen; Denmark

United H Lundbeck A/S; Ottliliavej 9; DK Cipralex 10mg Tablet Oral use

Kingdom 2500 Valby; Copenhagen; Denmark

United H Lundbeck A/S; Ottliliavej 9; DK Cipralex 15mg Tablet Oral use

Kingdom 2500 Valby; Copenhagen; Denmark

United H Lundbeck A/S; Ottliliavej 9; DK Cipralex 20mg Tablet Oral use

Kingdom 2500 Valby; Copenhagen; Denmark

United H Lundbeck A/S; Ottliliavej 9; DK Cipralex Oral Drops 10mg/ml Oral Drops, solution Oral use

Kingdom 2500 Valby; Copenhagen; Denmark

United H Lundbeck A/S; Ottliliavej 9; DK Entact Smg Tablet Oral use

Kingdom 2500 Valby; Copenhagen; Denmark

United H Lundbeck A/S; Ottliliavej 9; DK Entact 10mg Tablet Oral use

Kingdom 2500 Valby; Copenhagen; Denmark
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United H Lundbeck A/S; Ottliliavej 9; DK Entact 15mg Tablet Oral use
Kingdom 2500 Valby; Copenhagen; Denmark
United H Lundbeck A/S; Ottliliavej 9; DK Entact 20mg Tablet Oral use
Kingdom 2500 Valby; Copenhagen; Denmark
United H Lundbeck A/S; Ottliliavej 9; DK Entact Oral Drops 10mg/ml Oral Drops, solution Oral use
Kingdom 2500 Valby; Copenhagen; Denmark
FLUOXETINE containing medicinal products with Marketing Authorisation in the European Union

Member State (Marketing Authorisation Holder Invented Name Strength Pharmaceutical form Route of administration
Austria 1A Pharma GmbH, Degengasse 70, Fluoxetin ,,1 A Pharma*“ |10mg Tablet Oral use

1160 Wien, Austria 10mg-Tabletten
Austria 1A Pharma GmbH, Degengasse 70, Fluoxetin ,,1 A Pharma* [20mg Tablet Oral use

1160 Wien, Austria 20mg-Tabletten
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Austria 1A Pharma GmbH, Degengasse 70, Fluoxetin ,,1 A Pharma*“ [40mg Tablet Oral use
1160 Wien, Austria 40mg-Tabletten
Austria 1A Pharma GmbH, Degengasse 70, Fluoxetin ,,1 A Pharma*“ |20mg Capsule, hard Oral use
1160 Wien, Austria 20mg-Kapseln
Austria Arcana Arzneimitte] GmbH, Fluoxetin “Arcana” 20mg Capsule, hard Oral use
Zimbagasse 5, 1147 Wien, Austria 20mg-Kapseln
Austria Eli Lilly Ges.m.b.H., K&lblgasse 8-10, |Fluctine Dura Pac 90mg- [90mg Prolonged-release capsule, |Oral use
1030 Wien, Austria Retardkapseln hard
Austria Eli Lilly Ges.m.b.H., Kodlblgasse 8-10, |Fluctine 20mg-Kapseln  |20mg Capsule, hard Oral use
1030 Wien, Austria
Austria Eli Lilly Ges.m.b.H., Kolblgasse 8-10, |Fluctine 20mg-16sliche  |20mg Soluble tablet Oral use
1030 Wien, Austria Tabletten
Austria Eli Lilly Ges.m.b.H., K6lblgasse 8-10, |Fluctine 20mg/5ml-orale |20mg Oral solution Oral use
1030 Wien, Austria Losung
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Austria Eli Lilly Ges.m.b.H., K6lblgasse 8-10, |Fluoxetin ,,Lilly* 20mg- |20mg Capsule, hard Oral use
1030 Wien, Austria Kapseln
Austria Eli Lilly Ges.m.b.H., K&lblgasse 8-10, |Fluoxetin ,,Lilly* 20mg- [20mg Soluble tablet Oral use
1030 Wien, Austria 16sliche Tabletten
Austria Eli Lilly Ges.m.b.H., Kdlblgasse 8-10, |Fluoxetin ,,Lilly* 20mg Oral solution Oral use
1030 Wien, Austria 20mg/5Sml-orale Losung
Austria F.Joh.Kwizda Ges.m.b.H., Dr.Karl Fluoxetin ,,Kwizda“ 20mg Capsule, hard Oral use
Lueger Ring 6, 1010 Wien, Austria 20mg-Kapseln
Austria Faromed Handelsges.m.b.H., Johann |NuFluo 20mg-Kapseln  |20mg Capsule, hard Oral use
Strauf} Gasse 7, 1040 Wien, Austria
Austria Genericon Pharma Ges.m.b.H., Fluoxenorm “Genericon” |20mg Film-coated tablet Oral use
SchloBplatz 1, 8502 Lannach, Austria |20mg-Filmtabletten
Austria Genericon Pharma Ges.m.b.H., Fluoxenorm “Genericon” [40mg Capsule, hard Oral use
SchloBplatz 1, 8502 Lannach, Austria |40mg-Kapseln
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Austria Genericon Pharma Ges.m.b.H., Fluoxenorm “Genericon” [4mg/1ml Oral solution Oral use
SchloBplatz 1, 8502 Lannach, Austria |20mg/5Sml-orale Losung
Austria Genericon Pharma Ges.m.b.H., Fluoxetin ,,Genericon‘ 4mg/1ml Oral solution Oral use
SchloBplatz 1, 8502 Lannach, Austria |20mg/5ml-orale Lésung
Austria Genericon Pharma Ges.m.b.H., Fluoxetin ,,Genericon* 20mg Capsule, hard Oral use
SchloBplatz 1, 8502 Lannach, Austria |20mg-Kapseln
Austria Genericon Pharma Ges.m.b.H., Fluoxetin ,,Genericon‘ 40mg Capsule, hard Oral use
SchloBplatz 1, 8502 Lannach, Austria [40mg-Kapseln
Austria Genericon Pharma Ges.m.b.H., Fluoxetin “Genericon” 20mg Film-coated tablet Oral use
SchloBplatz 1, 8502 Lannach, Austria |20mg-Filmtabletten
Austria Hexal Pharma GmbH, Flux ,,Hexal“ 20mg- 20mg Capsule, hard Oral use
Wilhelmimenstr. 91, 1160 Wien, Kapseln
Austria
Austria Hexal Pharma GmbH, Flux ,,Hexal*“ Tabs 10mg- [10mg Tablet Oral use
Wilhelmimenstr. 91, 1160 Wien, Tabletten
Austria
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Austria Hexal Pharma GmbH, Flux ,,Hexal*“ Tabs 20mg- (20mg Tablet Oral use
Wilhelmimenstr. 91, 1160 Wien, Tabletten
Austria
Austria Hexal Pharma GmbH, Flux ,,Hexal*“ Tabs 40mg- [40mg Tablet Oral use
Wilhelmimenstr. 91, 1160 Wien, Tabletten
Austria
Austria Lannacher Heilmittel GmbH, Mutan 20mg-Kapseln 20mg Capsule, hard Oral use
SchloBplatz 1, 8502 Lannach, Austria
Austria Lannacher Heilmittel GmbH, Mutan 20mg- 20mg Film-coated tablet Oral use
SchloBplatz 1, 8502 Lannach, Austria |Filmtabletten
Austria Lannacher Heilmittel GmbH, Fluoxetin ,,Lannacher 20mg Capsule, hard Oral use
SchloBplatz 1, 8502 Lannach, Austria |[20mg-Kapseln
Austria Pinewood Laboratories Ltd., Floccin 20mg/5ml- 4mg/1ml Oral solution Oral use
Ballymacarbry, Clonmel, Co. Losung zum Einnehmen
Tipperary, IRL
Austria Ratiopharm Arzneimittel Vertriebs Fluoxibene 20mg-Kapseln 20mg Capsule, hard Oral use
Ges.m.b.H., Albert Schweitzer-Gasse
3, 1140 Wien, Austria
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Austria S.Med Handels GmbH, Bréunerstr. 3, |[FluxoMed 20mg-Kapseln |20mg Capsule, hard Oral use
1010 Wien, Austria
Austria Sanova Pharma Ges.m.b.H., Positivum-Kapseln 20mg Capsule, hard Oral use
Haidestr.4, 1110 Wien, Austria
Austria Stada Arzneimittel GmbH, Muthgasse |Felicium 20mg-Tabletten |20mg Tablet Oral use
36, 1190 Wien, Austria
Austria Stada Arzneimitte]l GmbH, Muthgasse |Felicium 20mg-Kapseln |20mg Capsule, hard Oral use
36, 1190 Wien, Austria
Austria Stada Arzneimittel GmbH, Muthgasse |Fluoxetine ,,Stada‘“ 20mg Capsule, hard Oral use
36, 1190 Wien, Austria 20mg-Kapseln
Austria Stada Arzneimittel GmbH, Muthgasse |Fluoxistad 20mg-Kapseln|20mg Capsule, hard Oral use
36, 1190 Wien, Austria
Austria UCB Pharma Ges.m.b.H., Briinnerstr. |Fluxil 20mg-Kapseln 20mg Capsule, hard Oral use
73, 1210 Wien, Austria
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Belgium 3 DDD PHARMA Diestersteenweg  |Prosimed 20 mg Capsule, hard Oral use
349, 3510 Kermt, Belgium

Belgium AKTUAPHARMA N.V. Prozac 20 mg Capsule, hard Oral use
Ambachtenlaan 13, 3001 Heverlee,
Belgium

Belgium APOGENPHARMA B.V. Fluoxetine PSI 20 mg Capsule, hard Oral use
Europark Oost 34, 9100 St. Niklaas,
Belgium

Belgium DOCPHARMA N.V., Ambachtenlaan |Docfluoxetine 20 mg Capsule, hard Oral use
13 H, B-3001 Heverlee, Belgium

Belgium ELILILLY BENELUX S.A., Fluoxetine Lilly 20 mg Capsule, hard Oral use
Rue de 1'Etuve 52, 1000 Bruxelles,
Belgium

Belgium ELI LILLY BENELUX S.A., Fontex 20 mg Capsule, hard Oral use
Rue de I'Etuve 52, 1000 Bruxelles,
Belgium

Belgium ELI LILLY BENELUX S.A., Fontex Dispersible 20 mg Dispersible tablet Oral use
Rue de I'Etuve 52, 1000 Bruxelles,
Belgium
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Belgium

ELI LILLY BENELUX S.A.,
Rue de I'Etuve 52, 1000 Bruxelles,
Belgium

Prozac

20 mg

Capsule, hard

Oral use

Belgium

ELILILLY BENELUX S.A.,
Rue de I'Etuve 52, 1000 Bruxelles,
Belgium

Prozac

4 mg/ml

Oral solution

Oral use

Belgium

ELI LILLY BENELUX S.A.,
Rue de I'Etuve 52, 1000 Bruxelles,
Belgium

Prozac

60 mg

Capsule, hard

Oral use

Belgium

ELI LILLY BENELUX S.A.,
Rue de I'Etuve 52, 1000 Bruxelles,
Belgium

Prozac Dispersible

20 mg

Dispersible tablet

Oral use

Belgium

ETHIMED N.V., Leuvensestraat 28
B2, 1800 Vilvoorde, Belgium

Fluoxemed

20 mg

Capsule, hard

Oral use

Belgium

EUROGENERICS N.V. Heizel
Esplanade B 22 1020 Brussel,
Belgium

Fluoxetine EG

20 mg

Capsule, hard

Oral use

Belgium

Laboratoires S.M.B. Rue de la
Pastorale 26 1080 Bruxelles,
Belgium

Fluoxone Divule

20 mg

Film-coateds tablet

Oral use
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Belgium MERCK N.V., Brusselsesteenweg Merck Fluoxetine 20 mg Capsule, hard Oral use
288, B-3090 Overijse, Belgium
Belgium OLYMPO PHARMA B.V.B.A. Prozac 20 mg Capsule, hard Oral use
Lange Munteplein 7b 4, 8500
Kortrijk, Belgium
Belgium SANDOZ N.V. Medialaan 40 1800 |Fluoxetine Sandoz 20 mg Capsule, hard Oral use
Vilvoorde, Belgium
Belgium SOCOBOM N.V. Louisalaan 149/24  |Fluox 20 mg Capsule, hard Oral use
B-1050 Brussel, Belgium
Belgium TEVA PHARMA BELGIUM N.V. Fluoxetine Teva 20 mg Capsule, hard Oral use
Laarstraat 16, 2610 WILRIJK,
Belgium
Belgium TOPGEN N.V. Demunterlaan 1 b9,  |Fluoxetop 20 mg Capsule, hard Oral use
1090 Brussel, Belgium
Cyprus COSTAKIS TSISIOS & CO LTD, 25 [FOKESTON 20 mg Capsule, hard Oral use
THESSALONIKIS STR, P.O.BOX
56495, 3307 LEMESOS, CYPRUS
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Cyprus HOLDEN MEDICAL LTD, P.O.BOX |[FLUOXETINE 20 mg Capsule, hard Oral use
22104, 1517 LEFKOSIA, CYPRUS
Cyprus PHADISCO LTD, 185 GIANOU LADOSE 20 mg Capsule, hard Oral use
KRANIDIOTI AVENUE, LATSIA,
P.0.BOX 22173, 1518 LEFKOSIA,
CYPRUS
Cyprus PHARMACEUTICAL TRADING CO |[FLUOXETINE 20 mg Capsule, hard Oral use
LTD, 33 ARTEMIDOS AVENUE, P.
0. BOX 40628, 6306 LARNACA,
CYPRUS
Cyprus REMEDICA LTD, AHARNON STR, |[PLAZERON 20 mg Capsule, hard Oral use
P.0.BOX 51706, INDUSTRIAL
ESTATE 3508 LEMESOS, CYPRUS
Cyprus MEDOCHEMIE LTD, P.O.BOX MAGRILAN 20 mg Capsule, hard Oral use
51409, 3505 LEMESOS, CYPRUS
Czech APOTEX EUROPE LTD., READING, |APO-FLUOXETINE 20 mg Capsule, hard Oral use
Republic Rowan House, 41 London Street, RG1
4PS, Reading, Berkshire, UK
Czech EGIS PHARMACEUTICALS LTD., |FLOXET 10 MG 10 mg Capsule, hard Oral use
Republic BUDAPEST, Keresztari ut 30-38,
1106 Budapest, Hungary
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Czech EGIS PHARMACEUTICALS LTD., [FLOXET 20 MG 20 mg Capsule, hard Oral use
Republic BUDAPEST, Kereszturi ut 30-38,

1106 Budapest, Hungary
Czech ELILILLY CR s.r.0., Praha, Czech PROZAC 20 mg Capsule, hard Oral use
Republic Republic
Czech HEXAL AG, HOLZKIRCHEN, FLUOXIN 20 mg Capsule, hard Oral use
Republic IndustriestraBBe 25, 836 07

Holzkirchen, Germany
Czech KRKA, D.D., NOVO MESTO, FLUVAL 20 mg Capsule, hard Oral use
Republic Smajjeska cesta 6, 8501 Novo Mésto,

Slovenia
Czech LABORATOIRES IREX, LE FLUMIREX 20 mg Capsule, hard Oral use
Republic PLESSIS-ROBINSON, Avenue

Galilée 22, 923 50 Le Plessis

Robinson, France
Czech LEK PHARMACEUTICALS D.D., |PORTAL 20 mg Capsule, hard Oral use
Republic LJUBLJANA, Verovskova 57, 1526

Ljubljana, Slovenia
Czech MEDOCHEMIE LTD., LIMASSOL, [MAGRILAN 20 mg Capsule, hard Oral use
Republic Constantinoupoleos St. 1-10, P.O.Box

51409, 3505 Limassol, Cyprus
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Czech RATIOPHARM GMBH, ULM, Graf- [FLUOXETIN- 20 mg Capsule, hard Oral use
Republic Arco-Strasse 3, 890 79 Ulm, Germany |RATIOPHARM 20 MG
Czech SVUS PHARMA A.S., HRADEC FLUZAK 20 mg Capsule, hard Oral use
Republic KRALOVE, Skroupova 957, 500 02
Hradec Kralové, Czech Republic
Czech ZENTIVA A.S., HLOHOVEC, DEPRENON 20 mg Capsule, hard Oral use
Republic Nitrianska 100, 920 27 Hlohovec,
Slovak Republic
Czech ZENTIVA A.S., PRAGUE, U DEPREX LECIVA 20 mg Capsule, hard Oral use
Republic Kabelovny 130, 102 37 Praha 10 -
Horni Mécholupy, Czech Republic
Denmark 1A Farma A/S, Herstedastervej 27-29, |Fluoxetin "1A Farma" 20 mg Capsule, hard Oral use
DK-2620 Albertslund, Denmark
Denmark Actavis Nordic A/S, Hammervej 7, Afeksin 20 mg Capsule, hard Oral use
DK-2970 Hersholm, Denmark
Denmark Actavis Nordic A/S, Hammervej 7, Afeksin 20 mg Soluble tablet Oral use
DK-2970 Hersholm, Denmark
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Denmark Alpharma Aps, Harbitzalleen 3, Fluoxetin "Alpharma" 20 mg Capsule, hard Oral use
N-0212 Skoyen, Oslo, Norway
Denmark BMM Pharma AB, Blasieholmgatan 2, |Fluoxetin "BMM Pharma" |20 mg Coated tablet Oral use
S-11148 Stockholm, Sweden
Denmark Copyfarm A/S, Energivej 15, DK-5260|Fluoxetin "Copyfarm" 20 mg Capsule, hard Oral use
Odense S, Denmark
Denmark Durascan Medical Products A/S, C. F. |Fondur 20 mg Capsule, hard Oral use
Tietgens Boulevard 40, DK-5220
Odense S@, Denmark
Denmark Eli Lilly Danmark A/S, Nybrovej 110, |Fontex 20 mg Capsule, hard Oral use
DK-2800 Kongens Lyngby, Denmark
Denmark Eli Lilly Danmark A/S, Nybrovej 110, |Fontex 4 mg/ml Oral solution Oral use
DK-2800 Kongens Lyngby, Denmark
Denmark Eli Lilly Danmark A/S, Nybrovej 110, Fontex 20 mg Soluble tablet Oral use
DK-2800 Kongens Lyngby, Denmark
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Denmark Gemelli (Eli Lilly Danmark A/S), Fonzac 20 mg Capsule, hard Oral use
Nybrovej 110, DK-2800 Kongens
Lyngby, Denmark
Denmark Generics (UK) Ltd., Station Close, Fluoxetin "NM" 20 mg Capsule, hard Oral use
Potters Bar, UK-EN61TL
Hertfordshire, GB
Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Fluxantin 20 mg Capsule, hard Oral use
2650 Hvidovre
Denmark Medis Danmark A/S, H. C. Andersens |Fluoxetin "Medis" 20 mg Capsule, hard Oral use
Boulevard 2, DK-1780 Kegbenhavn V,
Denmark
Denmark Medis Danmark A/S, H. C. Andersens |Fluoxetin "Medis" 4 mg/ml Oral solution Oral use
Boulevard 2, DK-1780 Kebenhavn V,
Denmark
Denmark Orion Corporation, Orionintie 1, SF-  |Flutin 20 mg Capsule,hard Oral use
02200 Espoo, Finland
Denmark PharmaCoDane ApS, Marielundvej Folizol 20 mg Capsule, hard Oral use
46A, DK-2730 Herlev, Denmark
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Denmark PSI NV, Kraanlei 27, B-9000 Gent, Fluoxetin "PSI" 20 mg Capsule, hard Oral use
Belgium
Denmark Sandoz GmbH, Biochemiestrasse 10, |Fluoxetin "Sandoz" 20 mg Capsule, hard Oral use
A-6250 Austria
Denmark Teva Pharma B.V., Industrieweg 23, |Fluoxetin "Teva" 20 mg Capsule, hard Oral use
NL-3640 AE, Mijdrecht, Netherland
Estonia CHEMICAL WORKS OF GEDEON (FRAMEX 20mg Capsule, hard Oral use
RICHTER LTD., GYOMROI UT 19-
21, H-1103 BUDAPEST, Hungary
Estonia Eli Lilly Holding Ltd, Kingsclere PROZAC 20mg Capsule, hard Oral use
Road, Basingstocke, Hampshire,
RG216XA, UK
Estonia HEXAL AG, INDUSTRIESTR.25, FLUX 20mg Capsule, hard Oral use
83607 HOLZKIRCHEN, Germany
Estonia MEDOCHEMIE FLUOXETIN 20mg Capsule, hard Oral use
LTD.CONSTANTINOPOL STREET |[MEDOCHEMIE
1-10P.0.BOX 1409, LIMASSOL
Cyprus
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Estonia NYCOMED SEFA, Jaama 55B, NYCOFLOX 20mg Capsule, hard Oral use
Pdlva, Estonia
Estonia Zentiva a.s., U kabelovny 130, 102 37 [DEPRENON 20mg Capsule, hard Oral use
Prague 10, Czech Republic
Finland Alpharma A/S, Harbitzalleen 3, Fluoxal 20 mg Capsule, hard Oral use
Skoyen, 158 SKOYEN, 0212 OSLO,
Norway
Finland Ennapharma Oy, Vanhankylantie 44 B, |Fluoksetiini Ennapharma (20 mg Capsule, hard Oral use
Post Box 152, 04401 Jarvenpéa,
Finland
Finland Generics (UK) Limited, Station Close, [Fluoxetin Generics 20 mg Capsule, hard Oral use
Potters Bar, HERTFORDSHIRE
EN61TL, United Kingdom
Finland Hexal A/S, Kanalholmen 8-12, DK-  |Fluxantin 20 mg Capsule, hard Oral use
2650 Hvidovre, Denmark
Finland Laboratoires SMB S.A., Rue de la Fluoxone 20 mg Coated tablet Oral use
Pastorale 26-28, 1080 BRUSSELS,
Belgium
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Finland Merckle GmbH, Ludwig-Merckle- Seromex 20 mg Capsule Oral use
Strasse 3, P.O. BOX 1161, 89143
BLAUBEUREN, Germany
Finland Orion Corporation, Orionintie 1, Seronil 10 mg Film-coated tablet Oral use
02200 Espoo, Finland
Finland Orion Corporation, Orionintie 1, Seronil 60 mg Film-coated tablet Oral use
02200 Espoo, Finland
Finland Orion Corporation, Orionintie 1, Seronil 20 mg Capsule, hard Oral use
02200 Espoo, Finland
Finland Ranbaxy UK Limited, 95 Park Lane, |Fluoxetine Ranbaxy 20 mg Capsule Oral use
Mayfair, LONDON W1K 3TE, United
Kingdom
Finland Ratiopharm GmbH, Graf-Arco-Strasse |Fluoxetin-Ratiopharm 20 mg Capsule Oral use
3, 89070 ULM, Germany
Finland Ratiopharm Oy, P.B. 67, 02631 Fluoxetin-Ratiopharm 20 mg Soluble tablet Oral use
Espoo, Finland
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Finland Ratiopharm Oy, P.B. 67, 02631 Seromex 10 mg Soluble tablet Oral use
Espoo, Finland
Finland Ratiopharm Oy, P.B. 67, 02631 Seromex 20 mg Soluble tablet Oral use
Espoo, Finland
Finland Sandoz GmbH, Biochemiestrasse 10, |Fluoxetin Sandoz 20 mg Capsule, hard Oral use
6250 KUNDL, Austria
Finland Stada Arzneimittel AG, Stadastrasse 2 |Fluoxetin Stada 20 mg Orodispersible tablet Oral use
- 18, 61118 BAD VILBEL, Germany
Finland Stada Arzneimittel AG, Stadastrasse 2 |Fluoxetine Stada 20 mg Capsule, hard Oral use
- 18, 61118 BAD VILBEL, Germany
France Arrow generiques Fluoxetine Arrow 20 mg Capsule, hard Oral use
26 avenue Tony Garnier
69007 Lyon - France
France Arrow generiques Fluoxetine Arrow 20 mg/5 ml Oral solution Oral use
26 avenue Tony Garnier
69007 Lyon - France
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France

Biogaran
15 boulevard Charles de Gaulle
92707 Colombes cedex - France

Fluoxetine Biogaran

20 mg

Capsule, hard

Oral use

France

Biogaran
15 boulevard Charles de Gaulle
92707 Colombes cedex - France

Fluoxetine Biogaran

20 mg/5 ml

Oral solution

Oral use

France

BOUCHARA RECORDATI
68 Rue Marjolin

BP 67

92302 Levallois Perret - France

Fluoxetine Bouchara
Recordati

20 mg

Capsule, hard

Oral use

France

EG Labo laboratoire Eurogenerics

le Quintet Batiment A

12 rue Danjou

92517 Boulogne Billancourt Cedex -
France

Fluoxetine EG

20 mg

Capsule, hard

Oral use

France

G GAm

Europarc

33 rue Auguste perret
94042 creteil cedex - France

Fluoxetine G Gam

20 mg

Capsule, hard

Oral use

France

G GAm

Europarc

33 rue Auguste perret
94042 creteil cedex - France

Fluoxetine G Gam

20 mg/5 ml

Oral solution

Oral use

France

IVAX

15 rue de 1'hotel de ville

92522 Neuilly sur seine Cedex -
France

Fluoxetine Ivax

20 mg

Capsule, hard

Oral use
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France

Lilly France
13 rue pages

92158 Suresnes Cedex - France

FLUCTINE

20 mg

Orodispersible tablet

Oral use

France

Lilly France
13 rue pages

92158 Suresnes Cedex - France

ELINDRA

20 mg

Capsule, hard

Oral use

France

Lilly France
13 rue pages

92158 Suresnes Cedex - France

Fluoxetine Lilly

20 mg

Orodispersible tablet

Oral use

France

Lilly France
13 rue pages

92158 Suresnes Cedex - France

Fluoxetine Lilly

20 mg

Capsule, hard

Oral use

France

Lilly France
13 rue pages

92158 Suresnes Cedex - France

FONTEX

20 mg

Capsule, hard

Oral use

France

Lilly France
13 rue pages

92158 Suresnes Cedex - France

PROZAC

20 mg

Orodispersible tablet

Oral use

France

Lilly France
13 rue pages

92158 Suresnes Cedex - France

PROZAC

20 mg

Capsule, hard

Oral use
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France

Lilly France
13 rue pages
92158 Suresnes Cedex - France

PROZAC

20 mg/5 ml

Oral solution

Oral use

France

Merck Generiques
34 rue saint Romain
69 359 lyon cedex 08 - France

Fluoxetine Gonnon

20 mg

Capsule, hard

Oral use

France

Merck Generiques
34 rue saint Romain
69 359 lyon cedex 08 - France

Fluoxetine Merck

20 mg

Orodispersible tablet

Oral use

France

Merck Generiques
34 rue saint Romain
69 359 lyon cedex 08 - France

Fluoxetine Merck

20 mg

Capsule, hard

Oral use

France

Mundipharma
42 rue d'Aguesseau
92100 Boulogne Billancourt - France

Fluoxetine Belamont

20 mg

Capsule, hard

Oral use

France

Pharmascope

Ashbourne Industrial Estate
Unit 107

Ashbourne , Co Meath - Ireland

Fluoxetine Pharmascope

20 mg

Capsule, hard

Oral use

France

Pinewood Laboratories
Ballymarbry

Co tipperary

Clonmel -Ireland

Fluoxetine Pinewood

20 mg/5 ml

Oral solution

Oral use
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France

Qualimed

34 rue saint Romain
69008

Lyon - France

Fluoxetine Qualimed

20 mg

Orodispersible tablet

Oral use

France

Qualimed

34 rue saint Romain
69008

Lyon - France

Fluoxetine Qualimed

20 mg

Capsule, hard

Oral use

France

RATIOPHARM
Graf Arco Strasse 3
89079 Ulm
Germany

Fluoxetine Ratiopharm

20 mg

Tablet

Oral use

France

RATIOPHARM
Graf Arco Strasse 3
89079 Ulm
Germany

Fluoxetine Ratiopharm

20 mg

Capsule, hard

Oral use

France

RATIOPHARM
Graf Arco Strasse 3
89079 Ulm
Germany

Fluoxetine Ratiopharm

20 mg/5 ml

Oral solution

Oral use

France

SANDOZ
49 Avenue Georges Pompidou
92300 Levallois Perret - France

Fluoxetine GNR

20 mg

Capsule, hard

Oral use

France

SUBSTIPHARM
264 Rue du Faubourg saint honoré
75008 Paris - France

Fluoxetine Substipharm

20 mg

Capsule, hard

Oral use
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France

TEVA Classics le palatinl

1, cours du triangle

92936

Paris la défense cedex - France

Fluoxetine TEVA

20 mg

Capsule, hard

Oral use

France

TEVA Classics le palatinl

1, cours du triangle

92936

Paris la défense cedex - France

Fluoxetine TEVA

20 mg/5 ml

Oral solution

Oral use

France

TEVA PHARMA

1 COURS DU TRIANGLE

Le palatin 1

92936

Paris la défense cedex - France

Fluoxetine Teva Pharma

20 mg

Capsule, hard

Oral use

France

Winthrop Medicaments
9 Bd Romain Rolland
75 159 Paris cedex 14
France

Fluoxetine Irex

20 mg

Capsule, hard

Oral use

France

ZYDUS France
40 RUE Lécuyer
93300 aubervilliers - France

Fluoxetine Zydus

20 mg

Capsule, hard

Oral use

Germany

1 A Pharma GmbH
Keltenring 1 + 3
D-82041 Oberhaching

Fluoxa

20 mg

Capsule

Oral use

Germany

1 A Pharma GmbH
Keltenring 1 + 3
D-82041 Oberhaching

Fluoxetin 10 -1 A
Pharma

10 mg

Film-coated tablet

Oral use
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Germany 1 A Pharma GmbH Fluoxetin 20 - 1 A 20 mg Film-coated tablet Oral use
Keltenring 1 + 3 Pharma
D-82041 Oberhaching

Germany 1 A Pharma GmbH Fluoxetin40-1 A 40 mg Film-coated tablet Oral use
Keltenring 1 + 3 Pharma
D-82041 Oberhaching

Germany 1 A Pharma GmbH Fluoxa Loesung 20 mg Oral solution Oral use
Keltenring 1 + 3
D-82041 Oberhaching

Germany AAI Deutschland GmbH & Co.KG Fluoxetin Loesung 20 mg Oral solution Oral use
Wegenerstr. 13 Weimer
D-89231 Neu-Ulm

Germany AAI Deutschland GmbH & Co.KG Fluoxetin Loesung WE (20 mg Oral solution Oral use
Wegenerstr. 13
D-89231 Neu-Ulm

Germany AAI Deutschland GmbH & Co.KG Fluoxetin Loesung W 20 mg Oral solution Oral use
Wegenerstr. 13
D-89231 Neu-Ulm

Germany AbZ-Pharma Fluox 20mg AbZ 20 mg Capsule Oral use
Graf-Arco-Str. 3
D-89079 Ulm
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Germany Aliud Pharma GmbH & Co.KG Fluoxetin AL 20 mg 20 mg Dispersible tablet Oral use
Postfach 1380 Tabletten
D-89146 Laichingen

Germany Alpharma-ISIS GmbH & Co. KG FLUOX-PUREN 20mg |20 mg Capsule, hard Oral use
Elisabeth-Selbert-Str. 1 Hartkapseln
D-40764 Langenfeld

Germany Alpharma-ISIS GmbH & Co. KG FLUOX-PUREN 20mg |20 mg Tablet Oral use
Elisabeth-Selbert-Str. 1 Tabletten
D-40764 Langenfeld

Germany Basics GmbH FLUOX BASICS 20 mg |20 mg Capsule, hard Oral use
Hemmelrather Weg 201 Kapseln
D-51377 Leverkusen

Germany betapharm Arzneimittel GmbH Fluoxetin beta 20 20 mg Capsule Oral use
Kobelweg 95
D-86156 Augsburg

Germany betapharm Arzneimittel GmbH Fluoxetin beta 20 20 mg Tablet Oral use
Kobelweg 95
D-86156 Augsburg

Germany betapharm Arzneimittel GmbH Fluoxetin beta 40 40 mg Tablet Oral use
Kobelweg 95
D-86156 Augsburg
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Germany biomo pharma GmbH fluoxetin-biomo 20mg 20 mg Capsule Oral use
Josef-Dietzgen-Str. 3 Kapseln
D-53773 Hennef

Germany biomo pharma GmbH fluoxetin-biomo 20mg 20 mg Tablet Oral use
Josef-Dietzgen-Str. 3 Tabletten
D-53773 Hennef

Germany ct-Arzneimittel GmbH Fluoxetin-CT 20mg 20 mg Capsule, hard Oral use
Lengeder Str. 42a Hartkapseln
D-13407 Berlin

Germany Generics (UK) Ltd. Fluoxetin 20 von c.t. 20 mg Capsule Oral use
Frankfurter Str. 129a
D-64293 Darmstadt

Germany Generics (UK) Ltd. Flucti-nerton 20 mg Capsule Oral use
Frankfurter Str. 129a
D-64293 Darmstadt

Germany Heumann Pharma GmbH & Co. Fluoxetin 20 Heumann |20 mg Capsule Oral use
Generica KG
Suedwestpark 50
D-90449 Nuernberg

Germany HEXAL AG Fluneurin 20mg 20 mg Capsule Oral use
Postfach 1263
D-83602 Holzkirchen
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Germany HEXAL AG Fluoxetin HEXAL 20mg |20 mg Capsule Oral use
Postfach 1263 Kapseln
D-83602 Holzkirchen

Germany HEXAL AG Fluneurin 10mg Tabs 10 mg Tablet Oral use
Postfach 1263
D-83602 Holzkirchen

Germany HEXAL AG Fluoxin 10 Tabs 10 mg Tablet Oral use
Postfach 1263
D-83602 Holzkirchen

Germany HEXAL AG Fluneurin 40mg Tabs 40 mg Tablet Oral use
Postfach 1263
D-83602 Holzkirchen

Germany HEXAL AG Fluneurin 20mg Tabs 20 mg Tablet Oral use
Postfach 1263
D-83602 Holzkirchen

Germany HEXAL AG Fluoxin 40 40 mg Tablet Oral use
Postfach 1263
D-83602 Holzkirchen

Germany HEXAL AG Fluox HEXAL 10mg 10 mg Capsule, hard Oral use
Postfach 1263 Kapseln
D-83602 Holzkirchen
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Germany HEXAL AG Fluoxetin Hexal 10mg 10 mg Capsule, hard Oral use
Postfach 1263 Kapseln
D-83602 Holzkirchen

Germany HEXAL AG Fluoxetin 10 mg Kapseln |10 mg Capsule, hard Oral use
Postfach 1263
D-83602 Holzkirchen

Germany HEXAL AG Fluneurin 10 mg 10 mg Capsule, hard Oral use
Postfach 1263
D-83602 Holzkirchen

Germany HEXAL AG Fluox Loesung 20 mg Oral solution Oral use
Postfach 1263
D-83602 Holzkirchen

Germany HEXAL AG Fluoxetin Hexal 4mg/ml |20 mg Oral solution Oral use
Postfach 1263 Loesung
D-83602 Holzkirchen

Germany HEXAL AG Fluneurin Loesung 20 mg Oral solution Oral use
Postfach 1263
D-83602 Holzkirchen

Germany Juta Pharma GmbH Fluoxe-Q 20mg 20 mg Capsule Oral use
Gutenbergstr. 13
D-24941 Flensburg
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Germany Krewel Meuselbach GmbH Fluoxetin 20 mg Kapseln (20 mg Capsule, hard Oral use
Postfach 1263
D-53775 Eitorf

Germany Krewel Meuselbach GmbH Fluxet 20 mg snap-tab 20 mg Tablet Oral use
Postfach 1263
D-53775 Eitorf

Germany KSK-Pharma Vertriebs AG Fluoxetin KSK 20 mg Capsule Oral use
Finkenstr. 1
D-76327 Pfinztal-Berghausen

Germany Lilly Deutschland GmbH Fluctin Kapseln 20 mg Capsule Oral use
Saalburgstr. 153
D-61350 Bad Homburg

Germany Lilly Deutschland GmbH Fluctin Loesung 20 mg Oral solution Oral use
Saalburgstr. 153
D-61350 Bad Homburg

Germany Lilly Deutschland GmbH FLUCTIN Tabletten 20 mg Tablet Oral use
Saalburgstr. 153
D-61350 Bad Homburg

Germany Merck dura GmbH Fluoxemerck 20 mg 20 mg Capsule Oral use
Postfach 100635
D-64206 Darmstadt
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Germany

Neosan
Filchnerstr. 22
D-89231 Neu-Ulm

Fluoxetin Loesung
Neosan

20 mg

Oral solution

Oral use

Germany

Neuraxpharm Arzneimittel GmbH &
Co.KG

Postfach 400455

D-40244 Langenfeld

Fluoxetin-neuraxpharm
20T

20 mg

Tablet

Oral use

Germany

Neuraxpharm Arzneimittel GmbH &
Co.KG

Postfach 400455

D-40244 Langenfeld

Fluoxetin-neuraxpharm
20 mg

20 mg

Capsule

Oral use

Germany

Neuraxpharm Arzneimittel GmbH &
CoKG

Postfach 400455

D-40244 Langenfeld

Fluoxtab 20 mg

20 mg

Tablet

Oral use

Germany

Neuraxpharm Arzneimittel GmbH &
Co.KG

Postfach 400455

D-40244 Langenfeld

Fluoxetin-neuraxpharm

20 mg

Oral solution

Oral use

Germany

Neuraxpharm Arzneimittel GmbH &
Co.KG

Postfach 400455

D-40244 Langenfeld

Fluoxetin-neuraxpharm
10

10 mg

Tablet

Oral use

Germany

Neuraxpharm Arzneimittel GmbH &
Co.KG

Postfach 400455

D-40244 Langenfeld

Fluoxkaps 20 mg

20 mg

Capsule

Oral use
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Germany Ratiopharm GmbH Fluoxetin-ratiopharm 20 mg Capsule, hard Oral use
Graf-Arco-Strasse 3 Kapseln
D-89070 Ulm

Germany Ratiopharm GmbH Fluoxetin-ratiopharm 20 mg Oral solution Oral use
Graf-Arco-Strasse 3 Loesung
D-89070 Ulm

Germany Ratiopharm GmbH Fluoxetin Liquid 20 mg Oral solution Oral use
Graf-Arco-Strasse 3
D-89070 Ulm

Germany Ratiopharm GmbH Fluoxetin-ratiopharm 20 mg Oral solution Oral use
Graf-Arco-Strasse 3 Liquid
D-89070 Ulm

Germany Ratiopharm GmbH Floxin Liquid-ratiopharm (20 mg Oral solution Oral use
Graf-Arco-Strasse 3
D-89070 Ulm

Germany Ratiopharm GmbH Fluox-ratiopharm 20 mg |20 mg Capsule, hard Oral use
Graf-Arco-Strasse 3
D-89070 Ulm

Germany Ratiopharm GmbH Fluox 20 mg-ratiopharm |20 mg Capsule, hard Oral use
Graf-Arco-Strasse 3
D-89070 Ulm
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Germany Ratiopharm GmbH Fluox 20 mg 20 mg Capsule, hard Oral use
Graf-Arco-Strasse 3
D-89070 Ulm

Germany Ratiopharm GmbH Fluoxetin-ratiopharm 20 |20 mg Tablet Oral use
Graf-Arco-Strasse 3 mg Tabletten
D-89070 Ulm

Germany Rodleben Pharma GmbH Fluoxetin-RPh 20mg 20 mg Capsule Oral use
Postfach 205
D-06855 Rodleben

Germany S.A. Laboratoires S.M.B. Fluxone Divule 20 mg 20 mg Film-coated tablet Oral use
Rue-de-la-Pastorale 26-28 ueberzogene Tabletten
B-1080 Bruxelles

Germany Sandoz Pharmaceuticals GmbH Fluoxetin Sandoz 20 mg |20 mg Tablet Oral use
Dieselstr. 5 Tabletten
D-70839 Gerlingen

Germany Sandoz Pharmaceuticals GmbH Fluoxetin Sandoz 20 mg |20 mg Capsule, hard Oral use
Dieselstr. 5 Hartkapseln
D-70839 Gerlingen

Germany Sandoz Pharmaceuticals GmbH Fluoxetin SANDOZ 20 |20 mg Capsule, hard Oral use
Dieselstr. 5 mg Hartkapseln
D-70839 Gerlingen
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Germany SIEMENS & CO Fluoxetin HEXAL 10mg (10 mg Tablet Oral use
Postfach 1262 Tabs
D-56119 Bad Ems

Germany SIEMENS & CO Fluox 20 FT 20 mg Tablet Oral use
Postfach 1262
D-56119 Bad Ems

Germany STADA Arzneimittel AG Fluoxstad 20 mg 20 mg Dispersible tablet Oral use
Stadastr. 2-18 Tabletten
D-61118 Bad Vilbel

Germany Stadapharm GmbH Fluoxetin Stada 20 mg 20 mg Capsule, hard Oral use
Stadastr. 2-18
D-61118 Bad Vilbel

Germany Stadapharm GmbH Fluoxetin Stada 20 mg 20 mg Dispersible tablet Oral use
Stadastr. 2-18 Tabletten
D-61118 Bad Vilbel

Germany TAD Pharma GmbH Fluoxetin TAD 20 mg 20 mg Capsule Oral use
Postfach 720 Kapseln
D-27457 Cuxhaven

Germany TEVA Generics GmbH Fluoxetin-TEVA 20 mg |20 mg Capsule Oral use
Kandelstr. 10 Kapseln
D-79199 Kirchzarten
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Germany TEVA Generics GmbH Fluoxetin-TEVA 10 mg |10 mg Tablet Oral use
Kandelstr. 10 Tabletten
D-79199 Kirchzarten

Germany TEVA Generics GmbH Fluoxetin-TEVA 20 mg |20 mg Tablet Oral use
Kandelstr. 10 Tabletten
D-79199 Kirchzarten

Germany Winthrop Arzneimittel GmbH FluoxeLich 20 mg 20 mg Capsule, hard Oral use
Industriestr. 10 Kapseln
D-82256 Fuerstenfeldbruck

Germany Woerwag Pharma GmbH & Co. KG  |Fluoxgamma 20 20 mg Capsule, hard Oral use
Postfach 2129
D-71011 Boeblingen

Greece ANFARM HELLAS AE FLONITAL 20mg Capsule, hard Oral use
K.Paleologou& Perikleous 27 15232
Halandri, Greece

Greece ALLERTEC HELLAS AE, SOFELIN 20mg Capsule, hard Oral use
20 Phaethonos, 55132 N.Krini
Thessaloniki, Greece

Greece ANTOR EPE, 4 Omirou Street, FLUXADIR 20mg Capsule, hard Oral use
Maroussi Attikis 15126, Greece
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Greece BIOMEDICA-CHEMICA AE, 25 EXOSTREPT 20mg Capsule, hard Oral use
G.LYRA 14564 K Kifissia, Greece
Greece BROS, Avgis &Galinis 15, 14564 STEPHADILAT-S 20mg Capsule, hard Oral use
N .kifissia, Greece
Greece BROS, Avgis &Galinis 15, 14564 STEPHADILAT-S 20mg/5ml Oral solution Oral use
N.kifissia, Greece
Greece FARAN, Ahaias & trizinias, 14564 STRESSLESS 20mg/5ml Oral solution Oral use
N .Kifissia, Greece
Greece FARMASERV LILLY, 15 Km LADOSE 20 mg Capsule, hard Oral use
National Road, Athinon-Lamias,
14564 Kifissia, Greece
Greece FARMASERV LILLY, 15 Km LADOSE 20mg/5ml Oral solution Oral use
National Road, Athinon-Lamias,
14564 Kifissia, Greece
Greece FARMASERV LILLY, 15 Km LADOSE 20mg Dispersible tablet Oral use
National Road, Athinon-Lamias,
14564 Kifissia, Greece
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Greece FARMASERYV LILLY, 15 Km LADOSE WEEKLY 90mg Gastro-resistant capsule Oral use
National Road, Athinon-Lamias, hard
14564 Kifissia, Greece

Greece FARMEDIA AE, 2 B Aigaiou THIRAMIL 20mg/5ml Oral solution Oral use
Pelagous, 15343 Agia Paraskevi,
Greece

Greece GENERICS PHARMA HELLAS 577a |FLUOXETINE/ 20mg Capsule, hard Oral use
Vouliagmenis Av 16451 Argyroupoli, |GENERICS
Greece

Greece HELP, 4 Valaoritou, 14452 SARTUZIN 20mg Capsule, hard Oral use
Metamorfosi Attikis, Greece

Greece KLEVA, 189 Parnithos, 13671 Aharne [FLUOCALM 20mg/5ml Oral solution Oral use
Attikis, Greece

Greece NOVARTIS HELLAS, 12 Km HAPILUX 20mg Capsule, hard Oral use
National Road Athinon-Lamias, 14410
Metamorfosi, Greece

Greece NOVEXAL HELLAS, Agiou FLUOXETINE/ 20mg Capsule, hard Oral use
Dimitriou 25, 17455 Kalamaki, NOVEXAL
Greece
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Greece PHARMABRAND AEBE, 15 Km FONZAC 20mg Capsule, hard Oral use
National Road Athinon-Lamias,
14510 Kifissia, Greece

Greece PHARMABRAND AEBE, 15 Km FONZAC 20mh/5ml Oral solution Oral use
National Road Athinon-Lamias,
14510 Kifissia, Greece

Greece PHARMACYPRIA HELLAS, DAGRILAN 20mg Capsule, hard Oral use
6 Paster, 11521 Ampelokipi
Athens, Greece

Greece PHARMATEN, 6 Dervenakion, 15351 [DINALEXIN 20mg Capsule, hard Oral use
Pallini Attikis, Greece

Greece RAFARM AEBEE, Kapodistriou & |FOKESTON 20mg Capsule, hard Oral use
Korinthou 12, 15451 N.Psyhiko,
Greece

Greece RAFARM AEBEE, Kapodistriou & |FOKESTON 20mg/5ml Oral solution Oral use
Korinthou 12, 15451 N.Psyhiko,
Greece

Greece REMEDINA, 25 Gounari & Areos, ORTHON 20mg Capsule, hard Oral use
13451 Kamatero Attikis, Greece
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Greece UNI-PHARMA AEBE, 14 Km ZINOVAT 20mg/5ml Oral solution Oral use
National Road Athinon-Lamias, 14564
K kifissia, Greece

Greece UNI-PHARMA AEBE, 14 Km ZINOVAT 20mg/5ml vial Oral solution, single dose  |Oral use
National Road Athinon-Lamias, 14564
K kifissia, Greece

Greece UNI-PHARMA AEBE, 14 Km ZINOVAT 20mg Effervescent tablet Oral use
National Road Athinon-Lamias, 14564
K kifissia, Greece

Greece UNI-PHARMA AEBE, 14 Km ZINOVAT 20mg Capsule, hard Oral use
National Road Athinon-Lamias, 14564
K kifissia, Greece

Hungary Apotex Europe Ltd., Rowan House, 41 |APO-FLUOXETIN 20 |20 mg Capsule, hard Oral use
London Street, UK-RG1 4PS mg kapszula
Berkshire,

Hungary Chinoin, T6 u. 1-5, 1045 Budapest, FLUOXETIN-CHINOIN |20 mg Capsule, hard Oral use
Hungary. 20 mg kapszula

Hungary EGIS Gyogyszergyar Rt., FLOXET 10 mg kapszula |10 mg Capsule, hard Oral use
Keresztari ut 30-38, 1106 Budapest,
Hungary
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Hungary EGIS Gyogyszergyar Rt., FLOXET 20 mg kapszula (20 mg Capsule, hard Oral use
Keresztari ut 30-38, 1106 Budapest,
Hungary

Hungary EGIS Gyogyszergyar Rt., FLOXET oldat 4 mg/ml Oral solution Oral use
Keresztari ut 30-38, 1106 Budapest,
Hungary.

Hungary Humanpharma Gyogyszergyarté Kft. |HUMA-FLUOXETIN 20 (20 mg Capsule, hard Oral use
Tancsics Mihaly ut 82, H-2100 mg kapszula
G06dollo, Hungary

Hungary Lek Pharmaceuticals d.d., PORTAL 20 mg kapszula |20 mg Capsule, hard Oral use
Verevskova 57, Ljubljana, 1526,
Slovenia

Hungary Lilly Hungary Kft., Madach Imre it  |PROZAC 20 mg kapszula (20 mg Capsule, hard Oral use
13-15. VII. Em, 1075 Budapest,
Hungary.

Hungary Lilly Hungary Kft., Madach Imre it  |PROZAC 20 mg/5 ml 20 mg/5 ml Oral solution Oral use
13-15. VII. Em, 1075 Budapest, oldat
Hungary.

Hungary Richter Gedeon Rt., Gyomrdi ut DEPREXIN kapszula 20 mg Capsule, hard Oral use
19-21, 1103 Budapest, Hungary
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Hungary Sandoz GmbH, Biochemiestrasse 10 |HAPILUX 20 mg 20 mg Capsule, hard Oral use
A-6250 Kundl,.Austria kapszula
Hungary Teva Gydgyszergyar Rt., FEFLUZIN kapszula 20 mg Capsule, hard Oral use
Pallagi utca 13,.Debrecen, Hungary
Hungary Teva Gyogyszergyar Rt., FLUOXETINE-B 20 mg Capsule, hard Oral use
Pallagi utca 13,.Debrecen, Hungary kapszula
Iceland Actavis hf., Reykjavikurvegur 76-78, |Fluoxetin Actavis 4 mg/ml Oral liquid Oral use
220 Hafnarfjordur, Iceland
Iceland Actavis hf., Reykjavikurvegur 76-78, |Fluoxetin Actavis 20 mg Capsule, hard Oral use
220 Hafnarfjordur, Iceland
Iceland Actavis hf., Reykjavikurvegur 76-78, |Serol 20 mg Capsule, hard Oral use
220 Hafnarfj6rour, Iceland
Iceland Actavis hf., Reykjavikurvegur 76-78, |Serol 10 mg Tablet Oral use
220 Hafnarfjoérour, Iceland
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Iceland Generics UK Ltd., Albany Gate Darkes|Fluoxetin NM Pharma 20 mg Capsule, hard Oral use
Lane, Potters Bar Herts EN6 1AG,
England
Iceland Eli Lilly Danmark A/S, Nybrovej 10, |Fontex 20 mg Dispersible tablet Oral use
2800 Lyngby, Danmark.
Iceland Eli Lilly Danmark A/S, Nybrovej 10, |Fontex 20 mg Capsule, hard Oral use
2800 Lyngby, Danmark.
Iceland Eli Lilly Danmark A/S, Nybrovej 10, |Fontex 4 mg/ml Oral solution Oral use
2800 Lyngby, Danmark.
Iceland Eli Lilly Danmark A/S, Nybrovej 10, |Fluoxin 20 mg Soluble tablet Oral use
2800 Lyngby, Danmark.
Ireland Clonmel Healthcare Limited Prozamel 20 mg Capsule, hard Oral use
Waterford Road, Clonmel,
Co. Tipperary, Ireland
Ireland Eli Lilly and Company Limited Prozac 20 mg/mg Oral solution Oral use
Kingsclere Road Basingstoke
Hampshire, RG21 6XA , UK
CHMP/117014/2005 211/573 ©EMEA 2005



Member State

Marketing Authorisation Holder

Invented Name

Strength

Pharmaceutical form

Route of administration

Ireland

Eli Lilly and Company Limited
Kingsclere Road Basingstoke
Hampshire, RG21 6XA , UK

Prozac

20 mg

Capsule, hard

Oral use

Ireland

Eli Lilly and Company Limited
Kingsclere Road Basingstoke
Hampshire, RG21 6XA , UK

Prozac

60 mg

Capsule, hard

Oral use

Ireland

Eli Lilly and Company Limited
Kingsclere Road Basingstoke
Hampshire, RG21 6XA , UK

Prozac

90 mg

Capsule, hard

Oral use

Ireland

Fujisawa Deutschland GmbH Berg-
am-Laim Str. 129, D-81673 Munchen,
Germany

Affex

20 mg

Capsule, hard

Oral use

Ireland

Generics (UK) Limited, 12 Station
Close, Potters Bar Hertfordshire,
EN6 1TL , UK

Gerozac

20 mg

Capsule, hard

Oral use

Ireland

Niche Generics Limited, 1 The Cam
Centre, Wilbury Way, Hertfordshire,
SG4 0TW, UK

Biozac & Prozit

20 mg

Capsule, hard

Oral use

Ireland

Norton Healthcare Limited, Albert
Basin, Royal Docks, London,
E16 2QJ , UK

Norzac

20 mg

Capsule, hard

Oral use
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Ireland

Ranbaxy Ireland Limited, Cork Road,
Cashel, Co. Tipperary, Ireland

Ranbaxy

20 mg

Capsule, hard

Oral use

Ireland

Ratiopharm GmbH, Graf-Arco-Str. 3,
89079 Ulm, Germany

Fluoxetine

20 mg

Capsule, hard

Oral use

Ireland

Stada Arzneimittel AG Stadastrasse 2-
18, D-61118 Bad Vilbel, Germany

Prozatan

20 mg

Capsule, hard

Oral use

Italy

A. Menarini Industrie Farmaceutiche
Riunite S.r.1.

Via Sette Santi, 3 - 50131 Firenze
Italy

Fluoxeren

20 mg

Capsule, hard

Oral use

Italy

A. Menarini Industrie Farmaceutiche
Riunite S.r.1.

Via Sette Santi, 3 - 50131 Firenze
Italy

Fluoxeren

4 mg/ml

Oral drops, solution

Oral use

Italy

A. Menarini Industrie Farmaceutiche
Riunite S.r.l.

Via Sette Santi, 3 - 50131 Firenze
Italy

Fluoxeren

20 mg

Soluble tablet

Oral use

Italy

Benedetti S.p.A.

Vicolo de' Bacchettoni, 1
51100 Pistoia

Italy

Fluoxetina

4 mg/ml

Oral drops, solution

Oral use
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Italy

Benedetti S.p.A.

Vicolo de' Bacchettoni, 1
51100 Pistoia

Italy

Zafluox

20 mg

Capsule, hard

Oral use

Italy

Bioprogress S.p.A. Industria Chimico
Farmaceutica, Via Aurelia 58, 00165
ROMA, Italy

Biofloxoral

20 mg

Capsule, hard

Oral use

Italy

Bioprogress S.p.A. Industria Chimico
Farmaceutica, Via Aurelia 58, 00165
ROMA, Italy

Biofloxoral

4 mg/ml

Oral drops, solution

Oral use

Italy

Bioprogress S.p.A. Industria Chimico
Farmaceutica, Via Aurelia 58, 00165
ROMA, Italy

Biofloxoral

20 mg

Soluble tablet

Oral use

Italy

Biores Italia S.r.l. Via V. Grassi, 13
00155 ROMA, Ttaly

Fluoxin

20 mg

Capsule, hard

Oral use

Italy

Biores Italia S.r.l. Via V. Grassi, 13
00155 ROMA, Italy

Fluoxin

4 mg/ml

Oral drops, solution

Oral use

Italy

Doc Geenrici S.r.1.
Via Manuzio, 7
20124 Milano
Italy

Fluoxetina Doc

20 mg

Capsule, hard

Oral use
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Italy Doc Geenrici S.r.l. Fluoxetina Doc 4 mg/ml Oral drops, solution Oral use
Via Manuzio, 7
20124 Milano
Italy

Italy DOROM S.r.l., Via Volturno 48, Fluoxetina Dorom 20 mg Capsule, hard Oral use
Quinto de Stampi-Rozzano, 20089
Milano, Italy

Italy EG S.p.A. Fluoxetina EG 20 mg Capsule, hard Oral use
Via Domenico Scarlatti, 31
20124 Milano
Italy

Italy EG S.p.A. Fluoxetina EG 4 mg/ml Oral drops, solution Oral use
Via Domenico Scarlatti, 31
20124 Milano
Italy

Italy EG S.p.A. Fluoxetina EG 20 mg Soluble tablet Oral use
Via Domenico Scarlatti, 31
20124 Milano
Italy

Italy Eli Lilly Italia S.p.A. Prozac 4 mg/ml Oral drops, solution Oral use
Via Gramsci, 731/733
50019 Sesto Fiorentino - Firenze
Italy

Italy Eli Lilly Italia S.p.A. Prozac 20 mg Soluble tablet Oral use
Via Gramsci, 731/733
50019 Sesto Fiorentino - Firenze
Italy
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Italy

Eli Lilly Italia S.p.A.

Via Gramsci, 731/733

50019 Sesto Fiorentino - Firenze
Italy

Prozac FD

20 mg

Soluble tablet

Oral use

Italy

F.IRM.A.Sp.A.
Via di Scandicci, 37
50143 Firenze

Italy

Proxerene

20 mg

Capsule, hard

Oral use

Italy

FIRM.A. Sp.A.
Via di Scandicci, 37
50143 Firenze

Italy

Proxerene

4 mg/ml

Oral drops, solution

Oral use

Italy

Farma Uno S.r.l.

VIA CONFORTI, 42

CASTEL SAN GIORGIO - SA 84083
Italy

Clexiclor

20 mg

Capsule, hard

Oral use

Italy

Farma Uno S.r.l.

VIA CONFORTI, 42

CASTEL SAN GIORGIO - SA 84083
Italy

Clexiclor

4 mg/ml

Oral drops, solution

Oral use

Italy

Farma Uno S.r.l.

VIA CONFORTI, 42

CASTEL SAN GIORGIO - SA 84083
Italy

Clexiclor

20 mg

Soluble tablet

Oral use

Italy

Fidia Farmaceutici S.p.A.

Via Ponte della Fabbrica 3/A
35031 Abano Terme - Padova
Italy

Fluoxetina

20 mg

Capsule, hard

Oral use
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Italy

Fidia Farmaceutici S.p.A.

Via Ponte della Fabbrica 3/A
35031 Abano Terme - Padova
Italy

Fluoxetina

4 mg/ml

Oral solution

Oral use

Italy

Fidia Farmaceutici S.p.A.

Via Ponte della Fabbrica 3/A
35031 Abano Terme - Padova
Italy

Fluoxetina Fidia

20 mg

Capsule, hard

Oral use

Italy

Fidia Farmaceutici S.p.A.

Via Ponte della Fabbrica 3/A
35031 Abano Terme - Padova
Italy

Fluoxetina Fidia

4 mg/ml

Oral drops, solution

Oral use

Italy

Fidia Farmaceutici S.p.A.

Via Ponte della Fabbrica 3/A
35031 Abano Terme - Padova
Italy

Fluoxetina Fidia

20 mg

Soluble tablet

Oral use

Italy

Get S.r.l.

Via Dante Alighieri, 63
Abano Terme 35031 Padova
Italy

Fluoxetina Get

20 mg

Capsule, hard

Oral use

Italy

Get S.r.l.

Via Dante Alighieri, 63
Abano Terme 35031 Padova
Italy

Fluoxetina Get

4 mg/ml

Oral drops, solution

Oral use

Italy

Hexal S.p.A.

Via Paracelso, 16

20041 Agrate Brianza - Milano
Italy

Fluoxetina

20 mg

Dispersible tablet

Oral use
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Italy

Hexal S.p.A.

Via Paracelso, 16

20041 Agrate Brianza - Milano
Italy

Fluoxetina Hexal

20 mg

Capsule, hard

Oral use

Italy

IPSO Pharma S.r.1.

Via San Rocco, 6

85033 Episcopia - Potenza
Italy

Ipsumor

4 mg/ml

Oral drops, solution

Oral use

Italy

IPSO Pharma S.r.l.

Via San Rocco, 6

85033 Episcopia - Potenza
Italy

Ipsumor

20 mg

Soluble tablet

Oral use

Italy

ISTITUTO BIOCHIMICO ITALIANO
GIOVANNI LORENZINI SPA

Via Tucidide, 56 torre 6

20134 Milano

Italy

Ibixetin

20 mg

Capsule, hard

Oral use

Italy

ISTITUTO BIOCHIMICO ITALIANO
GIOVANNI LORENZINI SPA

Via Tucidide, 56 torre 6

20134 Milano

Italy

Ibixetin

4 mg/ml

Oral drops, solution

Oral use

Italy

ISTITUTO BIOCHIMICO ITALIANO
GIOVANNI LORENZINI SPA

Via Tucidide, 56 torre 6

20134 Milano

Italy

Ibixetin

20 mg

Soluble tablet

Oral use
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Italy

Laboratoires SMB S.A.
26-28 Rue de la Pastorale
1080 Brussels

Belgium

Fluoxone

20 mg

Film-coated tablet

Oral use

Italy

Laboratori Guidotti S.p.A.
Via Livornese, 897

La Vettola 56010 Pisa
Italy

Fluoxenase

20 mg

Capsule, hard

Oral use

Italy

Laboratori Guidotti S.p.A.
Via Livornese, 897

La Vettola 56010 Pisa
Italy

Fluoxenase

4 mg/ml

Oral drops, solution

Oral use

Italy

LABORATORIO FARMACEUTICO
C.T.SR.L.

Villa Sayonara Strada Solara, 75-77
Sanremo 18038 IMOLA, Italy

Diesan

20 mg

Capsule, hard

Oral use

Italy

LABORATORIO FARMACEUTICO
C.T.SR.L.

Villa Sayonara Strada Solara, 75-77
Sanremo 18038 IMOLA, Italy

Diesan

4 mg/ml

Oral drops, solution

Oral use

Italy

Laboratorio Italiano Biochimico
Farmaceutico Lisapharma S.p.A.
VIA LICINIO 11

22036, ERBA (COMO)

Italy

Deprexen

20 mg

Capsule, hard

Oral use

Italy

Laboratorio Italiano Biochimico
Farmaceutico Lisapharma S.p.A.
VIA LICINIO 11

22036, ERBA (COMO)

Italy

Deprexen

4 mg/ml

Oral solution

Oral use
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Italy

Lampugnani Farmaceutici S.p.A.
Via Bianchi Maria Visconti
20122 Milano, Italy

Flotina

20 mg

Capsule, hard

Oral use

Italy

Levofarma S.r.L

Via Conforti, 42

Castel San Giorgio 84083 Salerno
Italy

Cloriflox

20 mg

Capsule, hard

Oral use

Italy

Levofarma S.r.l.

Via Conforti, 42

Castel San Giorgio 84083 Salerno
Italy

Cloriflox

4 mg/ml

Oral drops, solution

Oral use

Italy

Levofarma S.r.1.

Via Conforti, 42

Castel San Giorgio 84083 Salerno
Italy

Cloriflox

20 mg

Soluble tablet

Oral use

Italy

Lisapharma S.p.A.
Via Licino, 11-13-15
Erba 22036 Como
Italy

Deprexen

20 mg

Capsule, hard

Oral use

Italy

Lisapharma S.p.A.
Via Licino, 11-13-15
Erba 22036 Como
Italy

Deprexen

4 mg/ml

Oral drops, solution

Oral use

Italy

Malesci Istituto Farmacobiologico
S.p.A.

Via Lungo L'Ema, 7

50015 Bagno a Ripoli - Firenze
Italy

Fluxetil

20 mg

Capsule, hard

Oral use
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Italy

Malesci Istituto Farmacobiologico
S.p.A.

Via Lungo L'Ema, 7

50015 Bagno a Ripoli - Firenze
Italy

Fluxetil

4 mg/ml

Oral drops, solution

Oral use

Italy

Max Farma S.r.1.

Via Conforti, 42

84083 Castel San Giorgio - Salerno
Italy

Fluoxifar

20 mg

Capsule, hard

Oral use

Italy

Max Farma S.r.1.

Via Conforti, 42

84083 Castel San Giorgio - Salerno
Italy

Fluoxifar

20 mg

Soluble tablet

Oral use

Italy

Mediolanum Farmaceutici S.p.A., Via
S.Cottolengo, 15-31, 20143 MILANO,
Italy

Aliantil

20 mg

Capsule, hard

Oral use

Italy

Merck Generics Italia S.p.A.

Via Aquileia, 35

20092 Cinisello Balsamo - Milano
Italy

Fluoxetina Merck
Generics

20 mg

Capsule, hard

Oral use

Italy

Pliva Pharma S.p.A.

Via Tranquillo Cremona, 10
20092 Cinisello Balsamo Milano
Italy

Fluoxetina Pliva

20 mg

Capsule, hard

Oral use

Italy

Pliva Pharma S.p.A.

Via Tranquillo Cremona, 10
20092 Cinisello Balsamo Milano
Italy

Fluoxetina Pliva

4 mg/ml

Oral drops, solution

Oral use
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Italy

Pliva Pharma S.p.A.

Via Tranquillo Cremona, 10
20092 Cinisello Balsamo Milano
Italy

Fluoxetina Pliva

20 mg

Soluble tablet

Oral use

Italy

Polifarma S.p.A.

Via Tor Sapienza, 138
00155 Roma

Italy

Novalbac

20 mg

Capsule, hard

Oral use

Italy

Polifarma S.p.A.

Via Tor Sapienza, 138
00155 Roma

Italy

Novalbac

4 mg/ml

Oral drops, solution

Oral use

Italy

Ratiopharm GmbH
Graf-Arco-Strasse 3
D-89079 Ulm Germania

Fluoxetina Ratiopharm
GmbH

20 mg

Soluble tablet

Oral use

Italy

Sandoz S.p.A.

Largo U. Boccioni, 1
21040 Origgio Varese
Italy

Fluoxetina Sandoz

20 mg

Capsule, hard

Oral use

Italy

Selvi Laboratorio Bioterapico S.p.A.

Via Procoio, 28
00065 Fiano Romano - Roma
Italy

Grinflux

20 mg

Capsule, hard

Oral use

Italy

Selvi Laboratorio Bioterapico S.p.A.

Via Procoio, 28
00065 Fiano Romano - Roma
Italy

Grinflux

4 mg/ml

Oral drops, solution

Oral use
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Italy

Sepi Chimica S.r.1.

Via Vittorio Grassi, 9/11
00155 Roma

Italy

Fluoxetina Sepi

20 mg

Capsule, hard

Oral use

Italy

Sepi Chimica S.r.1.

Via Vittorio Grassi, 9/11
00155 Roma

Italy

Fluoxetina Sepi

4 mg/ml

Oral drops, solution

Oral use

Italy

Teva Pharma S.p.A.
Via G. Richard, 7
20143 Milano

Italy

Fluoxetina Teva

20 mg

Capsule, hard

Oral use

Italy

Teva Pharma S.p.A.
Via G. Richard, 7
20143 Milano

Italy

Fluoxetina Teva

4 mg/ml

Oral drops, solution

Oral use

Italy

Union Health S.r.1.
Via Roccamandolfi, 1
00156 Roma

Italy

Fluoxetina

4 mg/ml

Oral solution

Oral use

Italy

Union Health S.r.1.
Via Roccamandolfi, 1
00156 Roma

Italy

Fluoxetina Union Health

20 mg

Capsule, hard

Oral use

Italy

Union Health S.r.1.
Via Roccamandolfi, 1
00156 Roma

Italy

Fluoxetina Union Health

4 mg/ml

Oral drops, solution

Oral use
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Italy

Valeas S.p.A.
Via Vallisneri, 10
20133 Milano
Italy

Xeredien

4 mg/ml

Oral drops, solution

Oral use

Italy

Valeas S.p.A.
Via Vallisneri, 10
20133 Milano
Italy

Xeredien

20 mg

Soluble tablet

Oral use

Italy

Vecchi & Piam S.a.p.a.
Via Padre G. Semeria, 5
16131 Genova

Italy

Lisemir

20 mg

Capsule, hard

Oral use

Italy

Vecchi & Piam S.a.p.a.
Via Padre G. Semeria, 5
16131 Genova

Italy

Lisemir

4 mg/ml

Oral drops, solution

Oral use

Latvia

Chemical Works of Gedeon Richter
Ltd, Gyomr6i ut 19-21

H - 1103 Budapest

HUNGARY

Framex

20 mg

Capsule, hard

Oral use

Latvia

Egis Pharmaceuticals, Kereszturi ut
30-38

H-1106 Budapest

HUNGARY

Floxet

20 mg

Capsule, hard

Oral use

Latvia

Hexal, Industriestrasse 25
D - 83607 Holzkirchen
GERMANY

Flux 20

20 mg

Capsule, hard

Oral use
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Latvia

KRKA, Marjeska cesta 6
SI— 8501 Novo mesto
SLOVENIA

Fluval

20 mg

Capsule, hard

Oral use

Latvia

Lannacher Heilmittel GmbH,
SchloBplatz 1

A-8502 Lannach

AUSTRIA

Fluoxetine Lannacher

20 mg

Capsule, hard

Oral use

Latvia

Medochemie Ltd, P.O.Box 51409
CY - 3505 Limassol
CYPRUS

Magrilan

20 mg

Capsule, hard

Oral use

Latvia

Zentiva a.s., Nitrianska 100
92027 Hlohovec
SLOVAKIA

Deprenon

20 mg

Capsule, hard

Oral use

Lithuania

Egis Pharmaceuticals Ltd., H-1106
Budapest, Kereszturi ut 30-38,
Hungary

Fluoxetine-Egis

10 mg

Capsule, hard

Oral use

Lithuania

Eli Lilly Holdings Limited, Kingsclere
Road, Basing Stoke, Hampshire, RG21

6XA, United Kingdom

Prozac

20 mg

Capsule, hard

Oral use

Lithuania

Gedeon Richter Ltd., 1103 Budapest,

Gyomroi ut 19-21, Hungary

Framex

20 mg

Capsule, hard

Oral use
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Lithuania Hexal AG, Industriestrasse 25, D-8367 |Flux 20 mg Capsule, hard Oral use
Holzkirchen, Germany
Lithuania ICN Polfa Rzeszow, ul. Przemyslow 2, |Deprexetin 20 mg Capsule, hard Oral use
35-959 Rzeszow, Poland
Lithuania KRKA, d.d., Novo mesto, Smarjeska |Fluval 20 mg Capsule, hard Oral use
¢.6, 8501 Novo mesto, Slovenia
Lithuania Lannacher Heilmittel Ges.m.b.H., Fluoxetine Lannacher 20 mg Capsule, hard Oral use
Schlossplatz 1, A-8502 Lannach,
Austria
Lithuania Latvian JSC Grindeks, Krustpils ul. 53, |Deprimaks 20 mg Capsule, hard Oral use
Riga, LV-1057 Latvia
Lithuania Lek Pharmaceuticals d.d., Verovskova |Portal capsules 20 mg 20 mg Capsule, hard Oral use
57, 1526 Ljublana, Slovenia
Lithuania MedochemieLtd., p.o. box 51409, Magrilan 20 mg Capsule, hard Oral use
Limassol, CY - 3505,
Constantinoupoleos Str., 3011
Limassol, Cyprus
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Lithuania Nycomed SEFA AS, Jaama 55B, Nycoflox 20 mg Capsule, hard Oral use
63308 Polva, Estonia
Lithuania Pharmaceutical Works Polpharma Fluoxetin 20 mg Capsule, hard Oral use
S.A., ul. Peplinska 19, 83-200
Starogard Gdanski, Poland
Lithuania Slovakofarma, Nitrianka 100, 920 27 |Deprenon 20 mg Capsule, hard Oral use
Hlohovec, Slovakia
Luxembourg (DOCPHARMA N.V., Ambachtenlaan |Docfluoxetine 20 mg Capsule Oral use
13 H, B-3001 Heverlee, Belgium
Luxembourg |ELILILLY BENELUX S.A. Ruede |Prozac 20 mg Powder Oral use
I'Etuve 52 1000 Bruxelles, Belgium
Luxembourg |ELILILLY BENELUX S.A. Rue de |Prozac 20mg/5ml Oral solution Oral use
I'Etuve 52 1000 Bruxelles, Belgium
Luxembourg |ELILILLY BENELUX S.A. Rue de |Prozac 20 mg Dispersible tablet Oral use
I'Etuve 52 1000 Bruxelles, Belgium
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Luxembourg |ELILILLY BENELUX S.A. Rue de |Fontex 20 mg Powder Oral use
I'Etuve 52 1000 Bruxelles, Belgium
Luxembourg |ELILILLY BENELUX S.A. Rue de [Fontex Dispersible 20 mg Dispersible tablet Oral use
I'Etuve 52 1000 Bruxelles, Belgium
Luxembourg |MERCK N.V. Brusselsesteenweg Merck Fluoxetine 20 mg Capsule Oral use
288, B-3090 Overijse, Belgium
Luxembourg [S.M.B. Laboratories, 26-28 Rue de la |Fluoxone Divule 20 mg Coated tablet Oral use
Pastorale, B-1080 Bruxelles, Belgium
Luxembourg |SOCOBOM N.V. Louisalaan 149/24  (Fluox 20 mg Capsule Oral use
B-1050 Brussel, Belgium
Malta Actavis hf, 3 Fluoxetin Delta 20 mg Capsule, hard Oral use
Reykjavikurvegi 78
220 Hafnarfjorour
Iceland
Malta AEGIS Ltd, 1 Efterpis Street, 2003 Fluxil 20 mg Capsule Oral use
Nicosia, Cyprus
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Malta Anfarm Hellas SA, 27, K. Paleologou |Flonital 20 mg Capsule Oral use
& Perikleous, Halandri, 15232, Athens,
Greece
Malta Eli Lilly and Co Ltd, Kingslere Road, |Prozac 20 mg Capsule Oral use
Basingstoke, RG21 6 XA, Hampshire,
UK
Malta Eli Lilly and Co Ltd, Kingslere Road, |Prozac Weekly 90mg Modified-release capsule, |Oral use
Basingstoke, RG21 6XA, Hampshire, hard
UK
Malta Medochemie, 1 - 10 Constantinoupleos |Magrilan 20mg Capsule Oral use
Street, 3011, Limasol, Cyprus
Malta Mepha Ltd, Rua Elias Garcia No 28, C |Salipax 20 mg Capsule Oral use
Edificio 4, Venda Nova, 2701 355,
Amadora, Portugal
Malta Schein Pharm, Benham Valence, Oxactin 20 mg Capsule, hard Oral use
Newbury, RG20 8LU, Berkshire, UK
Netherlands Alpharma B.V., Postbus 313, Fluoxetine Dumex 20 mg, (20 mg Capsule Oral use
NL-3740 AH Baarn capsules
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Netherlands Apothecon B.V., Postbus 324, NL- Fluoxetine 20 A, capsules (20 mg Capsule Oral use
3770 AH Barneveld 20 mg

Netherlands Apothecon B.V., Postbus 324, NL- Fluoxetine 20 A, coated |20 mg Coated tablet Oral use
3770 AH Barneveld tablets 20 mg

Netherlands Centrafarm Services B.V., Postbus Fluoxetine CF 20, 20 mg Dispersible tablet Oral use
289, NL-4870 AG Etten Leur dispersible tablets 20 mg

Netherlands Centrafarm Services B.V., Postbus Fluoxetine CF 20 mg, 20 mg Capsule Oral use
289, NL-4870 AG Etten Leur capsules

Netherlands Eli Lilly Nederland BV, Postbus 379, |Fluoxetine 20, capsules 20(20 mg Capsule Oral use
NL-3990 GD Houten mg

Netherlands Eli Lilly Nederland BV, Postbus 379, |Prozac capsule, capsules (20 mg Capsule Oral use
NL-3990 GD Houten

Netherlands Eli Lilly Nederland BV, Postbus 379, |Prozac drank, oral 4 mg/ml Oral solution Oral use
NL-3990 GD Houten solution
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Netherlands Eli Lilly Nederland BV, Postbus 379, |Prozac dispergeerbare 20 mg Dispersible tablet Oral use
NL-3990 GD Houten tablet, dispersible tablet
Netherlands Eurobase B.V., Mercuriusweg 8 — 10, |Fluoxetine EB 20, 20 mg Capsule Oral use
NL-3771 NC Barneveld capsules 20 mg
Netherlands Genfarma B.V., Postbus 2062, NL- Fluoxetine Gf 20 mg, 20 mg Capsule, hard Oral use
1500 GB Zaandam capsules
Netherlands Genfarma B.V., Postbus 2062, NL- Fluoxetine Gf 20 mg/5 4 mg/ml Oral solution Oral use
1500 GB Zaandam ml, solution 4 mg/ml
Netherlands Genfarma B.V., Postbus 2062, NL- Fluoxetine Gf 20 mg, 20 mg Tablet Oral use
1500 GB Zaandam tablets
Netherlands Genfarma B.V., Postbus 2062, NL- Fluoxetine Gf 20 mg/5 4 mg/ml Oral solution Oral use
1500 GB Zaandam ml, oral solution
Netherlands GenRx B.V., Postbus 75, NL-6920 AB [Fluoxetine 20 mg, tablets |20 mg Tablet Oral use
Duiven
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Netherlands Hexal B.V., Postbus 251, NL-2180 AG |Fluoxetine 20 mg, 20 mg Capsule Oral use
Hillegom capsules

Netherlands Hexal B.V., Postbus 251, NL-2180 AG |Fluoxetine 20 mg, tablets 20 mg Tablet Oral use
Hillegom

Netherlands Katwijk Farma B.V., Postbus 408, NL- |Fluoxetine 20 mg 20 mg Capsule Oral use
2300 AK Leiden Katwijk, capsules

Netherlands Merck Generics BV, Dieselweg 25, Fluoxetine Merck 20 mg, |20 mg Capsule Oral use
NL-3752 LB Bunschoten capsules

Netherlands Niche Generics Ltd. Fluoxetine Capsules 20 20 mg Capsule Oral use
1 The Cam Centre mg, capsules
Wilbury Way

SG4 0TW Hitchin, Hertfordshire

Netherlands Niche Generics Ltd. Bioglan Fluoxetine 20 mg Capsule Oral use
1 The Cam Centre Capsules 20 mg, capsules
Wilbury Way

SG4 0TW Hitchin, Hertfordshire

Netherlands Pharmachemie B.V., Postbus 552, NL- [Fluoxetine 20 PCH, 20 mg Tablet Oral use
2003 RN Haarlem tablets 20 mg
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Netherlands Pharmachemie B.V., Postbus 552, NL- [Fluoxetine 20 PCH, 20 mg Capsule Oral use
2003 RN Haarlem capsules 20 mg
Netherlands Pharmacin Products B.V., Molenvliet |Fluoxetine 20 mg, tablets (20 mg Tablet Oral use
103, NL-3335 LH Zwijndrecht
Netherlands Sandoz B.V., Postbus 216, NL-1380  |Fluoxetine Sandoz 20, 20 mg Capsule Oral use
AE Weesp capsules
Netherlands Sandoz B.V., Postbus 216, NL-1380  |Fluoxetine Sandoz tablet |20 mg Tablet Oral use
AE Weesp 20, tablets
Netherlands Stada Arzneimittel AG, Stadastrasse 2- |Fluoxstad 20 mg, 20 mg Dispersable tablet Oral use
18, D-61118 Bad Vilbel dispersible tablets
Netherlands Stada Arzneimittel AG, Stadastrasse 2- |Flustad 20 mg, dispersible |20 mg Dispersible tablet Oral use
18, D-61118 Bad Vilbel tablets
Norway Eli Lilly Norge AS, Grenseveien 99, |Fontex 20 mg Dispersible tablet Oral use
P.O.Box 6090 Etterstad, NO-0601
Oslo, Norway
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Norway Farmagon AS, P.O.Box 35, 1332 Fluoxetin Farmagon 20 mg Capsule, hard Oral use
Osterds, Norway
Norway Merck NM AB, Box 25033, SE-104 35|Fluoxetin Merck NM 20 mg Capsule, hard Oral use
Stockholm, Sweden
Norway Ratiopharm GmbH, Graf-Arco-Strasse |Fluoxetin Ratiopharm 20 mg Capsule, hard Oral use
3, DE-89079 Ulm, Germany
Norway Ratiopharm GmbH, Graf-Arco-Strasse |Fluoxetin Ratiopharm 20 mg Dispersible tablet Oral use
3, DE-89079 Ulm, Germany
Poland ANPHARM Przedsi¢biorstwo Fluoksetyna 10 mg Tablet Oral use
Farmaceutyczne S.A., Annopol 6B,
03-236 Warszawa, Poland
Poland ANPHARM Przedsigbiorstwo Fluoksetyna 20 mg Tablet Oral use
Farmaceutyczne S.A., Annopol 6B,
03-236 Warszawa, Poland
Poland Eli Lilly and Company Ltd. Prozac 20 mg Capsule, soft Oral use
Kingsclere Road, Basingstocke
RG216XA Hampshire, UK
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Poland

ICN Polfa Rzeszow S.A.,
ul. Przemystowa 2, 35-959 Rzeszow,
Poland

Deprexetin

20 mg

Capsule, soft

Oral use

Poland

Kutnowskie Zaktady Farmaceutyczne
"Polfa" S.A Sienkiewicza 25
99-300 Kutno, Poland

Andepin

20 mg

Capsule, soft

Oral use

Poland

Mepha Lda, Rua Elias Garcia, nr 28-C
Edificio 4-Venda Nova, 2701-335
Amadora, Portugal

Salipax

20 mg

Capsule, soft

Oral use

Poland

Ranbaxy (Poland) Sp. z o0.0., ul.
Kubickiego 11, 02-954 Warszawa,
Poland

Xetiran

20 mg

Capsule, soft

Oral use

Poland

Sanofi-Synthelabo Sp. z o.0.
Domaniewska 41, 02-672 Warszawa,
Poland

Bioxetin

20 mg

Tablet

Oral use

Poland

Slovakofarma a.s., ul. Nitranska 100,
92027 Hlodovac, Slovakia

Deprenon

20 mg

Capsule, hard

Oral use

Poland

Synteza Sp. z 0.0. - Przedsigbiorstwo
Farmaceutyczno-Chemiczne, ul. Sw.
Michata 67/71, 61-005 Poznan,
Poland

Andepin

20 mg

Capsule, soft

Oral use
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Poland Zaktady Farmaceutyczne Fluoxetin 20 mg Capsule, soft Oral use
"POLPHARMA" S.A., ul. Pelplinska
19, 83-200 Starogard Gdanski, Poland

Portugal Alpharma ApS, Rua Virgilio Correia, |Fluoxetina Alpharma 20 |20 mg Capsule, hard Oral use
11-A 1600-219 Lisboa Portugal mg Capsulas

Portugal Alter, S.A., Estrada Marco do Grilo - |Fluoxetina Alter 20 mg |20 mg Capsule, hard Oral use
Zemouto 2830 Coina Portugal Céapsulas

Portugal Bexal Produtos Farmacéuticos S.A.,  |Fluoxetina Bexal 20 mg (20 mg Capsule, hard Oral use
Rua Prof. Ricardo Jorge, 5 A - Cépsulas
Miraflores 1495-153 Algés Portugal

Portugal Bluepharma - Industria Farmacéutica, |Fluoxetina Bluepharma |20 mg Capsule, hard Oral use
S.A., Sdo Martinho do Bispo 3041-801 {Industria Farmacéutica
Coimbra Portugal S.A. 20 mg capsulas

Portugal Ciclum Farma Unipessoal, Lda., Rua |Fluoxetina Ciclum 20 mg |20 mg Capsule, hard Oral use
Alfredo da Silva, n° 16 2610-016 Cépsulas
Amadora Portugal

Portugal Cinfa Portugal, Lda., Av. Tomas Fluoxetina Cinfa 20 mg |20 mg Capsule, hard Oral use
Ribeiro, 43 - Bloco 2, 3° F - Edificio  |Capsulas
Neopark 2790-221 Carnaxide Portugal
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Portugal Euro-Labor, Laboratérios de Sintese  |Fluoxetina Nodepe 20 mg (20 mg Capsule, hard Oral use
Quimica e Especialidades capsulas
Farmacéuticas, S.A., Rua Alfredo da
Silva, n® 16 2720-028 Amadora
Portugal

Portugal Euro-Labor, Laboratdrios de Sintese  [Nodepe 4 mg/ml Oral solution Oral use
Quimica e Especialidades
Farmacéuticas, S.A., Rua Alfredo da
Silva, n° 16 2720-028 Amadora
Portugal

Portugal Farma APS - Produtos Farmacéuticos, |Fluoxetina Fluxin 20 mg |20 mg Capsule, hard Oral use
S.A., Rua José Galhardo n° 3, loja 3 - |Cépsulas
c/v 1750-131 Lisboa Portugal

Portugal Farma APS - Produtos Farmacéuticos, |[Fluoxetina Fluxin 4 4 mg/ml Oral solution Oral use
S.A., Rua José Galhardo n° 3, loja 3 - |mg/ml Solucao Oral
c/v 1750-131 Lisboa Portugal

Portugal Farmoquimica Baldacci, S.A., Rua Tuneluz 20 mg Capsule, hard Oral use
Duarte Galvio, n.° 44 1549-005 Lisboa
Portugal

Portugal Farmoz - Sociedade Técnico- Fluoxetina Farmoz 20 mg (20 mg Capsule, hard Oral use

Medicinal, S.A., Rua Prof. Henrique de|Capsulas
Barros, Edificio Sagres, 3°A 2685-338
Prior Velho Portugal
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Portugal Generis Farmacéutica, S.A., Rua José¢ |Fluoxetina Generis 20 mg |20 mg Capsule, hard Oral use
Galhardo, n.° 3 1750-131 Lisboa Cépsulas
Portugal

Portugal Generis Farmacéutica, S.A., Rua José |Fluoxetina Generis 20 4 mg/ml Oral solution Oral use
Galhardo, n.° 3 1750-131 Lisboa mg/5 ml Solugdo Oral
Portugal

Portugal Germed Farmacéutica, Lda., Edificio |Fluoxetina Germed 20 mg |20 mg Capsule, hard Oral use
Monsanto - Rua Alto do Montijo, 13 - |capsula
1° Dto. 2790-012 Portela de Carnaxide
Portugal

Portugal Hikma Farmacéutica (Portugal), Lda., |Fluoxetina Hikma 20 mg (20 mg Capsule, hard Oral use
Estrada do Rio da M9, n° 8 - 8 A e 8 B |Capsulas Duras
- Fervenga 2705-906 Terrugem (SNT)
Portugal

Portugal Irex - Promogdo e Comercializagdo de |Fluoxetina Irex 20 mg 20 mg Capsule, hard Oral use
Produtos Farmacéuticos, Lda., Cépsulas
Empreendimento Lagoas Park -
Edificio 7, 2° e 3° andar 2740-244
Porto Salvo Portugal

Portugal ITF Farma - Produtos Farmacéuticos, |Fluoxetina ITF 20 mg 20 mg Capsule, hard Oral use
Lda., Rua Consiglieri Pedroso, 123 -  |Capsulas
Queluz de Baixo 2745-557 Barcarena
Portugal

Portugal Labesfal - Laboratérios Almiro, S.A., |Fluoxetina Flomex 20 mg (20 mg Capsule, hard Oral use
3465-051 Campo de Besteiros Cépsulas
Portugal
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Portugal Labesfal - Laboratérios Almiro, S.A., |Fluoxetina Labesfal 20 |20 mg Capsule, hard Oral use
3465-051 Campo de Besteiros mg capsulas duras
Portugal

Portugal Labesfal - Laboratorios Almiro, S.A., |Mizac 20 mg Capsule, hard Oral use
3465-051 Campo de Besteiros
Portugal

Portugal Laboratério B. A. Farma, Lda., Rua Selectus 20 mg Capsule, hard Oral use
Prof. Sousa da Camara, 207-211 1074-
803 Lisboa Portugal

Portugal Laboratodrios Vitdria, S.A., Rua Elias  |Digassim 20 mg Capsule, hard Oral use
Garcia, n° 28 - Venda Nova 2700-327
Amadora Portugal

Portugal Laboratoérios Vitoria, S.A., Rua Elias  |Digassim Durapac 90 mg (90 mg Gastro-resistant capsule, Oral use
Garcia, n° 28 - Venda Nova 2700-327 |capsulas duras gastro- hard
Amadora Portugal resistentes

Portugal Lacer, S.A., Calle Sardenya, 350 E- Deborax 20 mg Capsulas |20 mg Capsule, hard Oral use
08025 Barcelona Espanha

Portugal Lilly Farma - Produtos Farmacéuticos, |Prozac 4 mg/ml Oral solution Oral use
Lda., Rua Dr. Antoénio Loureiro
Borges, n° 4 - Piso 3 - Arquiparque -
Miraflores 1495-131 Algés Portugal
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Portugal Lilly Farma - Produtos Farmacéuticos, |Prozac 20 mg Capsule, hard Oral use
Lda., Rua Dr. Antonio Loureiro
Borges, n° 4 - Piso 3 - Arquiparque -
Miraflores 1495-131 Algés Portugal
Portugal Lilly Farma - Produtos Farmacéuticos, |Prozac Durapac 90 mg 90 mg Gastro-resistant capsule, Oral use
Lda., Rua Dr. Antonio Loureiro Cépsulas Duras Gastro- hard
Borges, n° 4 - Piso 3 - Arquiparque - |Resistentes
Miraflores 1495-131 Algés Portugal
Portugal Medicamed - Produtos Médicos e Fluoxetina Medicamed |20 mg Capsule, hard Oral use
Farmacéuticos, S.A., Edificio Olympus
- Avenida D. Afonso Henriques, 1462
4450-013 Matosinhos Portugal
Portugal Mepha - Investigacao, Fluoxetina Mepha 20 mg (20 mg Capsule, hard Oral use
Desenvolvimento e Fabricagdo Capsulas
Farmacéutica, Lda., Rua Elias Garcia,
n°® 28 - C, Edificio 4 - Venda Nova
2701-355 Amadora Portugal
Portugal Mepha - Investigagao, Fluoxetina Salipax 20 mg |20 mg Capsule, hard Oral use
Desenvolvimento e Fabricacao Cépsulas
Farmacéutica, Lda., Rua Elias Garcia,
n° 28 - C, Edificio 4 - Venda Nova
2701-355 Amadora Portugal
Portugal Merck Genéricos - Produtos Fluoxetina Merck 20 mg Capsule, hard Oral use
Farmacéuticos, Lda., Rua Alfredo da |Genéricos 20 mg
Silva, 3 - C - 4° 1300-040 Lisboa Cépsulas
Portugal
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Portugal Merck, S.A., Rua Alfredo da Silva, 3- |Psipax 20 mg Capsule, hard Oral use
C 1300-040 Lisboa Portugal

Portugal Prodome - Companhia Portuguesa de |Fluoxetina Prodome 20 |20 mg Capsule, hard Oral use
Genéricos, Lda., Rua Gomes Freire, n.°|mg Cépsulas
9-A 1150-175 Lisboa Portugal

Portugal Prodome - Companhia Portuguesa de |Fluoxetina Prodome 20 |4 mg/ml Oral solution Oral use
Genéricos, Lda., Rua Gomes Freire, n.°|mg/5 ml Soluggo Oral
9-A 1150-175 Lisboa Portugal

Portugal Ratiopharm - Comércio e Industria de |Fluoxetina Ratiopharm 20 (20 mg Capsule, hard Oral use
Produtos Farmacéuticos, Lda., Edificio |mg Capsulas
Tejo - 6° Piso - Rua Quinta do Pinheiro
2790-143 Carnaxide Portugal

Portugal Sandoz GmbH, Biochemiestrasse, 10 |Fluoxetina Sandoz 20 mg ({20 mg Capsule, hard Oral use
A-6250 Kundl Austria Cépsulas

Portugal Stada Arzneimittel A.G., Stadastrasse [Fluoxetina Stada 20 mg Capsule, hard Oral use
2-18 D-61118 Bad Vilbel Alemanha

Portugal Tecnimede - Sociedade Técnico- Seroliber 20 mg Capsule, hard Oral use
Medicinal, S.A., Rua Prof. Henrique de
Barros - Edificio Sagres, 3° A 2685-
338 Prior Velho Portugal
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Portugal Teva Pharma, B.V., Industrieweg, 23 |Fluoxetina Teva 20 mg |20 mg Capsule, hard Oral use
NL-3640 AE Mijdrecht Holanda capsulas
Portugal toLife - Produtos Farmacéuticos, S.A., |Fluoxetina toLife 20 mg (20 mg Capsule, hard Oral use
Estrada Consiglieri Pedroso n° 71, capsulas
Edificio B 1* - Queluz de Baixo 2730-
055 Barcarena Portugal
Portugal Vetiquima - Produtos Quimicos, Lda. |Fluoxetina Lusocampo 20 (20 mg Capsule, hard Oral use
Estrada Nacional 10, Km 140,260 mg Capsulas
2696-901 Bobadela Portugal
Slovak EGIS Pharmaceuticals Ltd., Keresztari [FLOXET 10mg 10mg Capsule, hard Oral use
Republic ut 30-38, HU - 1160 Budapest
Slovak EGIS Pharmaceuticals Ltd., Kereszturi [FLOXET 20mg 20mg Capsule, hard Oral use
Republic ut 30-38, HU - 1160 Budapest
Slovak Eli Lilly Export S.A. PROZAC 20mg Capsule Oral use
Republic 16, Chemin de Coquelicots
CH - 1214 Geneva
Slovak ICN Polfa Rzesoéw S.A., ul. DEPRANTIN 20mg Capsule, hard Oral use
Republic Przemyslowa, PL - 35 959 Rzeszow
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Slovak Krka d.d., Smarjeska cesta 6, SL - 850 [FLUVAL 20mg 20mg Capsule, hard Oral use
Republic 01 Novo Mesto
Slovak Medochemie Ltd., 1-10 MAGRILAN 20mg 20mg Capsule, hard Oral use
Republic Constantinoupoleos Str., P.O.Box
51409 Limassol, CY - 3505 Cyprus
Slovak Sandoz GmbH, Biochemiestrasse 10, |HAPILUX 20mg 20mg Capsule, hard Oral use
Republic A - 6250 Kundl
Slovak Zentiva a.s., U Kabelovny 130, Dolni |DEPRENON 20mg Capsule, hard Oral use
Republic Mecholupy , CZ - 102 37 Praha 10
Slovak Zentiva a.s., U Kabelovny 130, Dolni |DEPRENON ZENTIVA |20mg Capsule, hard Oral use
Republic Mecholupy , CZ - 102 37 Praha 10
Slovenia Eli Lilly Holdings Limited, Kingsclere [PROZAC 20 mg/5 ml Oral solution Oral use
Road, Basinstoke, Hampshire RG21
6XA, Great Britain
Slovenia Eli Lilly Holdings Limited, Kingsclere [PROZAC 20 mg Capsule, hard Oral use
Road, Basinstoke, Hampshire RG21
6XA, Great Britain
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Slovenia KRKA,Vtovarna zdravil, d.d., Novo FLUVAL 20 mg Capsule, hard Oral use
mesto, Smarjeska cesta 6, SI-8501
Novo mesto, Slovenia

Slovenia LEK farmacevtska druzba d.d., PORTAL 20 mg Capsule, hard Oral use
Verovskova 57, SI-1526 Ljubljana,
Slovenia

Slovenia Medis, Podjetje za proizvodnjo in SALIPAX 20 mg Capsule, hard Oral use
trzenje d.o.o0., Brn¢iceva 1, SI-1001
Ljubljana, Slovenia

Spain ALACAN S.A., Capricornio, 5, FLUOXETINA 20 mg Capsule, hard Oral use
Alicante, Spain ALACAN 20 mg hard

capsules

Spain BEXAL FARMACEUTICA, S.A, FLUOXETINA BEXAL |20 mg Capsule, hard Oral use
Ventura Rodriguez, 7 - 5% planta, 20 mg hard capsules
Madrid 28008, Spain

Spain CENINTER S.A., Juan Ignacio Luca [FLUOXETINA 20 mg Capsule, hard Oral use
de Tena, 8, Madrid 28027, Spain CENINTER 20 mg hard

capsules

Spain COMBINO PHARM, S.L., Fructuos [FLUOXETINA 20 mg Capsule, hard Oral use
Gelabert, 6-8, Sant Joan Despi 08970, |{COMBINO PHARM 20
Spain mg hard capsules
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Spain DEXTER FARMACEUTICA, S.A., [FLUOXETINA DEXTER |[4mg/ml Oral solution Oral use
Avda. Mare de Déu de Montserrat, 221 |20 mg oral solution
Barcelona 08041, Spain

Spain DEXTER FARMACEUTICA, S.A., |FLUOXETINA DEXTER |20 mg Capsule, hard Oral use
Avda. Mare de Déu de Montserrat, 221 |20 mg hard capsules
Barcelona 08041, Spain

Spain DIASA EUROPA, S.A.La Cuadriella, |[FLUOXETINA DIASA |20 mg Capsule, hard Oral use
s/nTuron (Mieres) , Spain 20 mg capsules

Spain DISTA, Avda. de la Industria, 30, PROZAC 20 mg hard 20 mg Capsule, hard Oral use
Alcobendas, 28108 Spain capsules (Spain CMS)

Spain DISTA, Avda. de la Industria, 30, PROZAC 20 mg 20 mg Dispersible tablet Oral use
Alcobendas, 28108, Spain dispersible tablets (Spain

CMS)

Spain DISTA, Avda. de la Industria, 30, PROZAC 20 mg oral 20 mg Oral solution Oral use
Alcobendas, 28108, Spain solution (Spain CMS)

Spain DISTA, Avda. de la Industria, 30, PROZAC SEMANAL 90 (90 mg Capsule, hard Oral use
Alcobendas, 28108, Spain mg hard capsules
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Spain FERRER FARMA, S.A., Gran Via FLUOXETINA FERRER (20 mg Capsule, hard Oral use
Carlos III, 94, Barcelona 08028, FARMA 20 mg hard
Spain capsules

Spain FERRER INTERNACIONAL, S.A., |ADOFEN 20 mg hard 20 mg Capsule, hard Oral use
Gran Via Carlos 111, 94, Barcelona capsules
08028, Spain

Spain FERRER INTERNACIONAL, S.A., |ADOFEN 20 mg oral 20 mg Oral solution Oral use
Gran Via Carlos III, 94, Barcelona solution
08028, Spain

Spain FERRER INTERNACIONAL, S.A., |ADOFEN 20 mg 20 mg Dispersible tablet Oral use
Gran Via Carlos 111, 94, Barcelona dispersible tablets
08028, Spain

Spain ICN IBERICA, S.A., Casanova, 27- |[FLUOXETINA ICN 20 |20 mg Capsule, hard Oral use
31., Corbera de Llobregat 08757, mg hard capsules
Spain

Spain INDUSTRIA QUIMICA Y FLUOXETINA VIR 20 |20 mg Capsule, hard Oral use
FARMACEUTICA VIR, S.A., mg hard capsules
Laguna, 42-44. Poligono Industrial
Urtinsa II, Alcorcon 28923, Spain

Spain INDUSTRIA QUIMICA' Y LURAMON 20 mg hard |20 mg Capsule, hard Oral use
FARMACEUTICA VIR, S.A., capsules
Laguna, 42-44. Poligono Industrial
Urtinsa II, Alcorcon 28923, Spain
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Spain INDUSTRIAL FARMACEUTICA FLUOXETINA 20 mg Capsule, hard Oral use
CANTABRIA, S.A., Carretera CANTABRIA 20 mg hard
Cazofia-Adarzo, s/n., Santander 39011, [capsules
Spain
Spain IPSEN PHARMA, S.A., Ctra. Laurea [FLUOXETINA LASA 20 [20 mg Capsule, hard Oral use
Miro, 395, Sant Feliu de Llobregat mg hard capsules
08980, Spain
Spain IRISFARMA, S.A.Avda. de la ADOFEN SEMANAL 90 {90 mg Capsule, hard Oral use
Industria, 30Alcobendas, Spain mg hard capsules
Spain JUSTE, S.A.Q.F., Juan Ign 28027acio |RENEURON 20 mg hard (20 mg Capsule, hard Oral use
Luca de Tena, 8, Madrid, Spain capsules
Spain JUSTE, S.A.Q.F., Juan Ign 28027acio |RENEURON 20 mg oral (20 mg Oral solution Oral use
Luca de Tena, 8, Madrid, Spain solution
Spain JUSTE, S.A.Q.F., Juan Ign 28027acio |RENEURON 20 mg 20 mg Dispersible tablet Oral use
Luca de Tena, 8, Madrid, Spain dispersible tablets
Spain KERN PHARMA, S.L., Venus, 72. FLUOXETINA KERN 20 |4mg/ml Oral solution Oral use
Poligono Industrial Colon II., Terrassa, |mg oral solution
08228, Spain
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Spain KERN PHARMA, S.L., Venus, 72. FLUOXETINA KERN 20|20 mg Capsule, hard Oral use
Poligono Industrial Colon II., Terrassa, |mg hard capsules
08228, Spain

Spain LABORATORIOS AGEN FLUOXETINA AGEN 2020 mg Capsule, hard Oral use
GENERICOS FARMACEUTICOS, |mg hard capsules
S.L., Avda. Conde de Guadalhorce, 43
Nave 2, Avilés (Asturias) 33400, Spain

Spain LABORATORIOS ALTER, S.A., FLUOXETINA ALTER |20 mg Capsule, hard Oral use
Mateo Inurria, 30., Madrid 28036, 20 mg hard capsules
Spain

Spain LABORATORIOS ANDROMACO, |NODEPE 20 mg capsules (20 mg Capsule, hard Oral use
S.A., Doctor Zamenhof, 36., Madrid  |(Spain CMS)
28027, Spain

Spain LABORATORIOS ANDROMACO, |AUGORT 20 mg capsules |20 mg Capsule, hard Oral use
S.A., Doctor Zamenhof, 36., Madrid, |(Spain CMS)
28027, Spain

Spain LABORATORIOS BELMAC, S.A., [FLUOXETINA 20 mg Capsule, hard Oral use
Teide, 4-planta baja. Poligono BELMAC 20 mg hard
Empresarial La Marina, San Sebastian |capsules
de los Reyes 28700, Spain

Spain LABORATORIOS CINFA, S.A., FLUOXETINA CINFA |20 mg Dispersible tablet Oral use
Olaz-Chipi, 10. Polig. Areta., Huarte- |20 mg dispersible tablets
Pamplona 31620, Spain
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Spain LABORATORIOS CINFA, S.A., FLUOXETINA CINFA |20 mg Capsule, hard Oral use
Olaz-Chipi, 10. Polig. Areta., Huarte- |20 mg hard capsules
Pamplona 31620, Spain

Spain LABORATORIOS DAVUR, S.L., FLUOXETINA DAVUR (20 mg Capsule, hard Oral use
Teide, 4-planta baja. Poligono 20 mg hard capsules
Empresarial La Marina, San Sebastian
de los Reyes 28700, Spain

Spain LABORATORIOS DECROX, Crta. |FLUOXETINA 20 mg Dispersible tablet Oral use
Sevilla-Malaga Km 5,6, 41500 Alcald |[DECROX 20 mg
de Guadaira, Spain dispersible tablets

Spain LABORATORIOS DR. ESTEVE, FLUOXETINA ESTEVE |20 mg Capsule, hard Oral use
S.A., Avda. Mare de Déu de 20 mg hard capsules
Montserrat, 221 Barcelona 08041,
Spain

Spain LABORATORIOS EDIGEN, S.A, FLUOXETINA EDIGEN (20 mg Capsule, hard Oral use
Chile 8, 2° Oficina 203.Edificio 20 mg hard capsules
Euromadrid Las Matas 28290, Spain

Spain LABORATORIOS GRAPA, S.L., FLUOXETINA GRAPA (20 mg Capsule, hard Oral use
ROSARIO PINO, 8, Madrid 28020, |20 mg hard capsules
Spain

Spain LABORATORIOS KORHISPANA, |Fluoxetina Korhispana 20 (20 mg Capsule, hard Oral use
S.A.Pasaje Can Politic, 17, 3*.L' mg capsules
Hospitalet de Llobregat 08907
BARCELONA, Spain
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Spain LABORATORIOS NORMON, S.A., |FLUOXETINA 20 mg Capsule, hard Oral use
Nieremberg, 10., Madrid 28002, Spain [NORMON 20 mg hard

capsules

Spain LABORATORIOS NORMON, S.A., [FLUOXETINA 4 mg/ml Oral solution Oral use

Nieremberg, 10., Madrid 28002, Spain [NORMON 20 mg/5 ml
oral solution

Spain LABORATORIOS PEREZ FLUOXETINA CUVE 20|20 mg Capsule, hard Oral use
GIMENEZ, Glorieta Farmaceutico mg hard capsules
Perez Gimenez, 1, Cordoba 14007,
Spain

Spain LABORATORIOS RUBIO, S.A., FLUOXETINA RUBIO |20 mg Capsule, hard Oral use
Industria 29 - Pol. Ind. Comte de Sert. ,|20 mg hard capsules
Castellbisbal 08755, Spain

Spain LABORATORIOS RUBIO, S.A., FLUOXETINA RUBIO |20 mg Oral solution Oral use
Industria 29 - Pol. Ind. Comte de Sert. ,|20 mg oral solution
Castellbisbal 08755, Spain

Spain LABORATORIOS SPYFARMA, S.A, |LECIMAR 20 mg 20 mg Capsule, hard Oral use
Crta. Sevilla Malaga, Km 55., Alcala |capsules (Spain CMS)
de Guadaira 41500, Spain

Spain LAREQ PHARMA S.L, Laguna, 42- |FLUOXETINA LAREQ (20 mg Capsule, hard Oral use
44. Poligono Industrial Urtinsa II, 20 mg hard capsules
Alcorcon 28923, Spain
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Spain LILLY, S.A., Avda. de la Industria, 30,[PRANDULIN 90 mg Capsule, hard Oral use
Alcobendas 28108, Spain SEMANAL 90 mg hard
capsules
Spain MABO FARMA, S.A, Carretera M- [FLUOXETINA MABO |20 mg Capsule, hard Oral use

300 Km 30,500., Alcala de Henares 20 mg hard capsules
28802, Spain

Spain MERCK GENERICOS, S.L, CTRA.N-|[FLUOXETINA MERCK (20 mg Capsule, hard Oral use
152,KM 19 - POLiGONO MERCK, (20 mg capsules (Spain
Mollet del Valles 08100, Spain CMYS)

Spain PHARMAGENUS ,S.A, Passeig de FLUOXETINA 20 mg Capsule, hard Oral use
Gracia, 55 5° 12, Barcelona 08007, PHARMAGENUS 20 mg
Spain hard capsules

Spain PHARMAGENUS ,S.A, Passeigde  |[FLUOXETINA 4 mg/ml Oral solution Oral use
Gracia, 55 5° 1%., Barcelona 08007, PHARMAGENUS 20
Spain mg/5 ml oral solution

Spain PLIVA PHARMA IBERIA,, Chile 8, |[FLUOXETINA PLIVA |20 mg Dispersible tablet Oral use

2° Oficina 203.Edificio Euromadrid, |20 mg dispersible tablets
Las Matas 28290, Spain

Spain QUALIX PHARMACEUTICALS, FLUOXETINA QUALIX |20 mg Capsule, hard Oral use
S.A., Sardenya, 350, Barcelona 08025, {20 mg hard capsules
Spain
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Spain QUALIX PHARMACEUTICALS, FLUOXETINA QUALIX |4 mg/ml Oral solution Oral use
S.A., Sardenya, 350, Barcelona 08025, |20 mg oral solution
Spain
Spain RATIOPHARM ESPANA, S.A., FLUOXETINA 20 mg Capsules Oral use
Avda. de Burgos, 16 D - 5% Planta, RATIOPHARM 20 mg
Madrid 28036, Spain capsules (Spain CMS)
Spain RATIOPHARM ESPANA, S.A., FLUOXETINA 20 mg Dispersible tablet Oral use
Avda. de Burgos, 16 D - 5 Planta, RATIOPHARM 20 mg
Madrid 28036, Spain dispersible tablets (Spain
CMS)
Spain RIMAFAR, S.L., Pol. Ind. Malpica FLUOXETINA 20 mg Capsule, hard Oral use
Calle C, N° 4, Zaragoza 50016, Spain |RIMAFAR 20 mg hard
capsules
Spain SANDOZ FARMACEUTICA, S.A., |[FLUOXETINA SANDOZ[20 mg Capsule, hard Oral use

Gran Via de les Corts Catalanes, 764, (20 mg hard capsules
Barcelona 08013, Spain

Spain SANDOZ FARMACEUTICA, S.A., |[FLUOXETINA SANDOZ|4 mg/ml Oral solution Oral use
Gran Via de les Corts Catalanes, 764, (20 mg oral solution
Barcelona 08013, Spain

Spain STADA., Frederic Mompou, 5, Sant |[FLUOXETINA BAYVIT [4 mg/ml Oral solution Oral use
Just Desvern 08960, Spain 20 mg / 5 ml oral solution
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Spain STADA., Frederic Mompou, 5, Sant |[FLUOXETINA BAYVIT |20 mg Capsule, hard Oral use
Just Desvern 08960, Spain 20 mg hard capsules

Spain SUMOL PHARMA, S.A., Andorra, FLUOXETINA SUMOL (20 mg Capsule, hard Oral use
64. Poligono Can Calderon, Viladecans|20 mg hard capsules
08840, Spain

Spain TAMARANG, S.A, Balmes, 84 - 4°- |[FLUOXETINA 20 mg Capsule, hard Oral use
2% Barcelona 08008, Spain TAMARANG 20 mg hard

capsules

Spain TEVA GENERICOS ESPANOLA, FLUOXETINA TEVA 20|20 mg Capsule, hard Oral use
S.L. , C/ Guzman el Bueno 133, mg capsules (Spain CMS)
Edificio Britania 4°Izq. 28003 Madrid,
Spain

Sweden A/S GEA Farmaceutisk Fabrik Holger |Fluxantin 20 mg Capsule, hard Oral use
Danskes Vej 89 2000 Frederiksberg
Danmark (DNK)

Sweden BMM Pharma AB Blasieholmsgatan 2 |Fluoxetin BMM Pharma |20 mg Coated tablet Oral use
111 48 Stockholm Sverige (SWE)

Sweden Eli Lilly Sweden AB Box 721 169 27 |Fontex Basal 20 mg Capsule, hard Oral use
Solna Sverige (SWE)
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Sweden Eli Lilly Sweden AB Box 721 169 27 |Fontex 4 mg/ml Oral solution Oral use
Solna Sverige (SWE)
Sweden Eli Lilly Sweden AB Box 721 169 27 |Fontex 20 mg Dispersible tablet Oral use
Solna Sverige (SWE)
Sweden Generics (UK) Ltd Station Close Fluoxetin Merck NM 20 mg Capsule, hard Oral use
Potters Bar Hertfordshire EN6 1TL
Sweden Generics (UK) Ltd Station Close Fluoxetin Merck NM 20 mg Dispersible tablet Oral use
Potters Bar Hertfordshire EN6 1TL
Sweden Ratiopharm GmbH Graf-Arco-Strasse |Fluoxetin ratiopharm 20 mg Capsule, hard Oral use
3 DE-89079 Ulm Tyskland (DEU)
Sweden Ratiopharm GmbH Graf-Arco-Strasse |Fluoxetin ratiopharm 20 mg Soluble tablet Oral use
3 DE-89079 Ulm Tyskland (DEU)
Sweden Ratiopharm GmbH Graf-Arco-Strasse |Fluoxetin ratiopharm 10 mg Soluble tablet Oral use
3 DE-89079 Ulm Tyskland (DEU)
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Sweden Sandoz GmbH Biochemiestrasse 10 |Fluoxetin Sandoz 20 mg Capsule, hard Oral use
AT-6250 Kundl Osterrike (AUT)
Sweden Selena Fournier AB Box 1266 172 25 |Fluoxetin Selena 20 mg Capsule, hard Oral use
Sundbyberg Sverige (SWE)
Sweden Selena Fournier AB Box 1266 172 25 |Fluoxetin Selena 20 mg Soluble tablet Oral use
Sundbyberg Sverige (SWE)
Sweden Stada Arzneimittel AG Stadastrasse 2- |Fluoxetin Stada 20 mg Capsule, hard Oral use
18 DE-61118 Bad Vilbel Tyskland
(DEU)
Sweden Stada Arzneimittel AG Stadastrasse 2- [Fluoxetin Stada 20 mg Dispersible tablet Oral use
18 DE-61118 Bad Vilbel Tyskland
(DEU)
Sweden Teva Sweden AB Box 1070 251 10 Fluoxetin Teva 20 mg Capsule, hard Oral use
Helsingborg Sverige (SWE)
United Alpharma Limited; Whiddon Valley; |Fluoxetine 20mg Capsule, hard Oral use
Kingdom Barnstaple; Devon EX32 8NS; UK
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United Chemidex Pharma Limited, Chemidex |Fluoxetine 20mg Capsule, hard Oral use
Kingdom House, Egham Business Village,

Crabtree Road, Egahm, Surrey TW20

8RB, UK
United Dr Reddy's Laboratories (UK) Fluoxetine 20mg Capsule, hard Oral use
Kingdom Limited; 208-214 York Road, London

SW11 3SD; UK
United Eli Lilly & Company Limited; Lilly  |Prozac 20mg Capsule, hard Oral use
Kingdom House, Priestley Road; Basingstoke,

Hants RG24 9NL; UK
United Eli Lilly & Company Limited; Lilly  |Prozac 60mg Capsule, hard Oral use
Kingdom House, Priestley Road; Basingstoke,

Hants RG24 9NL; UK
United Eli Lilly & Company Limited; Lilly ~ [Prozac Oral Liquid 4mg/ml Oral Solution Oral use
Kingdom House, Priestley Road; Basingstoke,

Hants RG24 9NL; UK
United Generics (UK) Limited; Albany Gate; |Fluoxetine 20mg Capsule, hard Oral use
Kingdom Darkes Lane; Potters Bar, Herts EN6

1AG; UK
United Generics (UK) Limited; Albany Gate; |Fluoxetine 60mg Capsule, hard Oral use
Kingdom Darkes Lane; Potters Bar, Herts EN6

1AG; UK
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United Genus Pharmaceuticals Limited, Oxactin 20mg Capsule, hard Oral use
Kingdom Benham Valence, Newbury, Berks

RG20 8LU; UK
United Goldshield Pharmaceuticals Limited, |Fluoxetine 20mg Capsule, hard Oral use
Kingdom NLA Tower, 12-16 Addiscombe Road,

Croydon, Surrey CRO 0XT; UK
United Milpharm Limited, Marlborough Fluoxetine 20mg Capsule, hard Oral use
Kingdom House, 298 Regent's Park Road,

Finchley, London N3 2UA; UK
United Neolab Limited, 57 High Street, Fluoxetine 20mg Capsule, hard Oral use
Kingdom Odiham, Hants RG29 1LF, UK
United Niche Generics Limited, 1 The Cam  |Fluoxetine 20mg Capsule, hard Oral use
Kingdom Centre, Wilbury Way, Hitchin, Herts

SG4 0TW; UK
United Norton Healthcare Limited; Ivax Quay;|Fluoxetine 20mg Capsule, hard Oral use
Kingdom Albert Basin; Royal Docks; London

E16 2QJ; UK
United Pharmafile Limited, Medici House, Fluoxetine 20mg Capsule, hard Oral use
Kingdom Ashbourne Industrial Estate,

Ashbourne, Co. Meath, Republic of

Ireland
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United Pinewood Laboratories, Ballymacabry, |Fluoxetine Oral Solution [4mg/ml Oral Solution Oral use
Kingdom Clonmel, Co. Tipperary, Ireland
United Pinewood Laboratories, Ballymacabry, |Prozit Oral Solution 4mg/ml Oral Solution Oral use
Kingdom Clonmel, Co. Tipperary, Ireland
United Ranbaxy (UK) Limited; CP House, 97- |Ranflutin 20mg Capsule, hard Oral use
Kingdom 107 Uxbridge Road, Ealing, London
WS 5TL, UK
United Ratiopharm UK Limited, 5 Jackson Fluoxetine 20mg Capsule, hard Oral use
Kingdom Close, Grove Road, Cosham,
Portsmouth, Hants PO6 1UP; UK
United Sandoz Limited, 37 Woolmer Way, Fluoxetine 20mg Capsule, hard Oral use
Kingdom Bordon, Hants GU35 9QE; UK
United Stada Arzneimittel AG, Stadastrasse 2- |Felicium 20mg Capsule, hard Oral use
Kingdom 18, D-61118 Bad Vilbel, Germany
United Sterwin Medicines Limited, PO Box  [Fluoxetine 20mg Capsule, hard Oral use
Kingdom 611, Guildford,Surrey GU1 4YS, UK
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United Teva Pharmaceuticals Limited, Fluoxetine 20mg Capsule, hard Oral use
Kingdom Barclays House, 1 Gatehouse Way,

Aylesbury, Bucks HP19 8DB; UK
United Tillomed Laboratories Limited; 3 Fluoxetine 20mg Capsule, hard Oral use
Kingdom Howard Road, Eaton Socon, St.Neots,

Cambridgeshire PE19 3ET; UK

FLUVOXAMINE containing medicinal products with Marketing Authorisation in the European Union

Member State (Marketing Authorisation Holder Invented Name Strength Pharmaceutical form Route of administration
Austria 1A Pharma GmbH, Degengasse 70, Fluvoxamin “1A Pharma” {100mg Film-coated tablet Oral use

1160 Wien, Austria 100mg-Filmtabletten
Austria 1A Pharma GmbH, Degengasse 70, Fluvoxamin “1A Pharma” [50mg Film-coated tablet Oral use

1160 Wien, Austria 50mg-Filmtabletten
Austria Solvay Pharma Ges.m.b.H., Donaustr. [Fluvoxaminmaleat 100mg Film-coated tablet Oral use

106, 3400 Klosterneuburg, Austria “Solvay” 100mg-

Filmtabletten

Austria Solvay Pharma Ges.m.b.H., Donaustr. [Fluvoxaminmaleat 50mg Film-coated tablet Oral use

106, 3400 Klosterneuburg, Austria “Solvay” 50mg-

Filmtabletten
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Austria Solvay Pharma Ges.m.b.H., Donaustr. [Floxyfral 100mg- 100mg Film-coated tablet Oral use
106, 3400 Klosterneuburg, Austria Filmtabletten
Austria Solvay Pharma Ges.m.b.H., Donaustr. |Floxyfral 50mg- 50mg Film-coated tablet Oral use
106, 3400 Klosterneuburg, Austria Filmtabletten
Austria Stada Arzneimittel GmbH, Muthgasse [Felixsan 100 mg- 100mg Film-coated tablet Oral use
36, 1190 Wien, Austria Filmtabletten
Austria Stada Arzneimitte]l GmbH, Muthgasse |Felixsan 50mg- 50mg Film-coated tablet Oral use
36, 1190 Wien, Austria Filmtabletten
Belgium EUROGENERICS N.V. Heizel Fluvoxamine EG 100 mg Film-coated tablet Oral use
Esplanade b 22 1020 Brussel,
Belgium
Belgium SANDOZ N.V.Medialaan 40 1800 Fluvoxamine Sandoz 100 mg Film-coated tablet Oral use
VILVOORDE, Belgium
Belgium SOLVAY PHARMA & CIE Avenue [Dumirox 100 mg Tablet Oral use
Demunter 3 1090 Brussel, Belgium
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Belgium SOLVAY PHARMA & CIE Avenue |Floxyfral 100 mg Tablet Oral use
Demunter 3 1090 Brussel, Belgium
Belgium TEVA PHARMA BELGIUM N.V. Fluvoxamine Teva 100 mg Film-coated tablet Oral use
Laarstraat 16 2610 WILRIJK,
Belgium
Cyprus VARNAVAS HADJIPANAYIS LTD, |[FAVERIN 50 mg Tablet Oral use
7 ANDROCLEOUS STR, P.0.BOX
21229, 1504 LEFKOSIA, CYPRUS
Cyprus VARNAVAS HADJIPANAYIS LTD, [FAVERIN 100 mg Tablet Oral use
7 ANDROCLEOUS STR, P.0.BOX
21229, 1504 LEFKOSIA, CYPRUS
Czech SOLVAY PHARMACEUTICALS FEVARIN 50 50 mg Coated tablet Oral use
Republic BV, WEESP, C.J. van Houtenlaan 36,
1381 CP Weesp, Netherlands
Czech SOLVAY PHARMACEUTICALS FEVARIN 100 100 mg Coated tablet Oral use
Republic BV, WEESP, C.J. van Houtenlaan 36,
1381 CP Weesp, Netherlands
Denmark Solvay Pharmaceuticals B.V., C. J. Fevarin 50 mg Tablet Oral use
Houtenlaan 36, NL-1381 CP Weesp,
Netherland
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Denmark Solvay Pharmaceuticals B.V., C. J. Fevarin 10 mg Tablet Oral use
Houtenlaan 36, NL-1381 CP Weesp,
Netherland

Estonia SOLVAY PHARMACEUTICALS FEVARIN 50mg Film-coated tablet Oral use
C.J. van Houtenlaan 36
NL-1381 CP Weesp, The Netherlands

Estonia SOLVAY PHARMACEUTICALS FEVARIN 100mg Film-coated tablet Oral use
C.J. van Houtenlaan 36
NL-1381 CP Weesp, The Netherlands

Finland Solvay Pharmaceuticals B.V., C.J. van |Fevarin 50 mg Film-coated tablet Oral use
Houtenlaan 36, P.O.BOX 900, 1381
WEESP, the Netherlands

Finland Solvay Pharmaceuticals B.V., C.J. van |Fevarin 100 mg Film-coated tablet Oral use
Houtenlaan 36, P.O.BOX 900, 1381
WEESP, the Netherlands

Finland Stada Arzneimittel AG, Stadastrasse 2 |Fluvosol 50 mg Film-coated tablet Oral use
- 18, 61118 BAD VILBEL, Germany

Finland Stada Arzneimittel AG, Stadastrasse 2 |Fluvosol 100 mg Film-coated tablet Oral use
- 18, 61118 BAD VILBEL, Germany
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France

EG Labo laboratoire Eurogenerics

le Quintet Batiment A

12 rue Danjou

92517 Boulogne Billancourt Cedex -
France

Fluvoxamine EG

100 mg

Film-coated tablet

Oral use

France

EG Labo laboratoire Eurogenerics

le Quintet Batiment A

12 rue Danjou

92517 Boulogne Billancourt Cedex -
France

Fluvoxamine EG

50 mg

Film-coated tablet

Oral use

France

Merck Generiques
34 rue saint Romain
69 359 lyon cedex 08- France

Fluvoxamine MERCK

100 mg

Film-coated tablet

Oral use

France

Merck Generiques
34 rue saint Romain
69 359 lyon cedex 08- France

Fluvoxamine MERCK

50 mg

Film-coated tablet

Oral use

France

Solvay Pharma

42 rue Rouget de lisle

BP 22

92151 Suresnes cedex- France

Floxyfral

100 mg

Film-coated tablet

Oral use

France

Solvay Pharma
42 rue Rouget de lisle
BP 22

92151 Suresnes cedex- France

Floxyfral

50 mg

Film-coated tablet

Oral use

France

Synthon Bv
Microweg 22

6545 CM Nijmegen
The Netherlands

Fluvoxamine synthon

100 mg

Film-coated tablet

Oral use
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France

Synthon Bv
Microweg 22

6545 CM Nijmegen
The Netherlands

Fluvoxamine synthon

50 mg

Film-coated tablet

Oral use

France

TEVA Classics le palatinl

1, cours du triangle

92936

Paris la défense cedex - France

Fluvoxamine Teva

50 mg

Film-coated tablet

Oral use

France

TEVA Classics le palatinl

1, cours du triangle

92936

Paris la défense cedex- France

Fluvoxamine Teva

100 mg

Film-coated tablet

Oral use

Germany

Aliud Pharma GmbH & Co.KG
Postfach 1380
D-89146 Laichingen

Fluvoxamin Al 50 mg
Filmtabletten

50 mg

Film-coated tablet

Oral use

Germany

Aliud Pharma GmbH & Co.KG
Postfach 1380
D-89146 Laichingen

Fluvoxamin Al 100 mg
Filmtabletten

100 mg

Film-coated tablet

Oral use

Germany

Betapharm Arzneimittel GmbH
Kobelweg 95
D-86156 Augsburg

Fluvoxamin beta 50mg

50 mg

Film-coated tablet

Oral use

Germany

Betapharm Arzneimittel GmbH
Kobelweg 95
D-86156 Augsburg

Fluvoxamin beta 100mg

100 mg

Film-coated tablet

Oral use
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Germany Desitin Arzneimittel GmbH Desifluvox amin 25 mg |25 mg Film-coated tablet Oral use
Postfach 630164
D-22311 Hamburg

Germany Desitin Arzneimittel GmbH Desiflu voxamin 50 mg |50 mg Film-coated tablet Oral use
Postfach 630164
D-22311 Hamburg

Germany Desitin Arzneimitte]l GmbH Desiflu voxamin 100 mg (100 mg Film-coated tablet Oral use
Postfach 630164
D-22311 Hamburg

Germany HEXAL AG Fluvohexal 50mg 50 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-83602 Holzkirchen

Germany HEXAL AG Fluvohexal 100mg 100 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-83602 Holzkirchen

Germany HEXAL AG Fluvoxam beta 50mg 50 mg Film-coated tablet Oral use
Postfach 1263
D-83602 Holzkirchen

Germany HEXAL AG Fluvoxam beta 100mg 100 mg Film-coated tablet Oral use
Postfach 1263
D-83602 Holzkirchen
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Germany Merck dura GmbH Fluvoxadura 50mg 50 mg Film-coated tablet Oral use
Postfach 100635
D-64206 Darmstadt

Germany Merck dura GmbH Fluvoxadura 100mg 100 mg Film-coated tablet Oral use
Postfach 100635
D-64206 Darmstadt

Germany Neuraxpharm Arzneimittel GmbH &  |Fluvoxamin-neuraxpharm (25 mg Film-coated tablet Oral use
Co.KG 25
Postfach 400455
D-40244 Langenfeld

Germany Neuraxpharm Arzneimittel GmbH &  |Fluvoxamin-neuraxpharm |50 mg Film-coated tablet Oral use
Co.KG 50
Postfach 400455
D-40244 Langenfeld

Germany Neuraxpharm Arzneimittel GmbH &  |[Fluvoxamin-neuraxpharm {100 mg Film-coated tablet Oral use
Co.KG 100
Postfach 400455
D-40244 Langenfeld

Germany Ratiopharm GmbH Fluvoxamin-ratiopharm |50 mg Film-coated tablet Oral use
Graf-Arco-Strasse 3 50 mg
D-89070 Ulm

Germany Ratiopharm GmbH Fluvoxamin 50 mg- 50 mg Film-coated tablet Oral use
Graf-Arco-Strasse 3 ratiopharm
D-89070 Ulm
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Germany Ratiopharm GmbH Fluvox 50 mg 50 mg Film-coated tablet Oral use
Graf-Arco-Strasse 3
D-89070 Ulm

Germany Ratiopharm GmbH Fluvoxamin-ratiopharm {100 mg Film-coated tablet Oral use
Graf-Arco-Strasse 3 100 mg
D-89070 Ulm

Germany Ratiopharm GmbH Fluvoxamin 100 mg- 100 mg Film-coated tablet Oral use
Graf-Arco-Strasse 3 ratiopharm
D-89070 Ulm

Germany Ratiopharm GmbH Fluvox 100 mg 100 mg Film-coated tablet Oral use
Graf-Arco-Strasse 3
D-89070 Ulm

Germany Ratiopharm GmbH Fluvoxamin-ratiopharm |25 mg Film-coated tablet Oral use
Graf-Arco-Strasse 3 25 mg
D-89070 Ulm

Germany Ratiopharm GmbH Fluvoxamin 25 mg- 25 mg Film-coated tablet Oral use
Graf-Arco-Strasse 3 ratiopharm
D-89070 Ulm

Germany SIEMENS & CO Fluvoxabeta 50 mg 50 mg Film-coated tablet Oral use
Postfach 1262
D-56119 Bad Ems
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Germany SIEMENS & CO Fluvoxabeta 100 mg 100 mg Film-coated tablet Oral use
Postfach 1262
D-56119 Bad Ems

Germany Solvay Arzneimittel GmbH Fevarin 50mg 50 mg Film-coated tablet Oral use
Postfach 220
D-30002 Hannover

Germany Solvay Arzneimittel GmbH Fevarin Tabs 50 mg 50 mg Film-coated tablet Oral use
Postfach 220
D-30002 Hannover

Germany Solvay Arzneimitte]l GmbH Fevarin 100mg 100 mg Film-coated tablet Oral use
Postfach 220
D-30002 Hannover

Germany Solvay Arzneimittel GmbH Fevarin Tabs 100 mg 100 mg Film-coated tablet Oral use
Postfach 220
D-30002 Hannover

Germany Stadapharm GmbH Fluvoxamin STADA 50 |50 mg Film-coated tablet Oral use
Stadastr. 2-18 mg
D-61118 Bad Vilbel

Germany Stadapharm GmbH Fluvoxamin STADA 100 {100 mg Film-coated tablet Oral use
Stadastr. 2-18 mg
D-61118 Bad Vilbel
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Germany TEVA Generics GmbH Fluvoxamin-TEVA 50 mg |50 mg Film-coated tablet Oral use
Kandelstr. 10 Filmtabletten
D-79199 Kirchzarten

Germany TEVA Generics GmbH Fluvoxamin-TEVA 100 {100 mg Film-coated tablet Oral use
Kandelstr. 10 mg Filmtabletten
D-79199 Kirchzarten

Greece FAMAR ABE, P.Marinopopulou 7, LUVOX 50mg Film-coated tablet Oral use
P.O Box 3327 17456 Kalamaki,
Greece

Greece FAMAR ABE, P.Marinopopulou 7, LUVOX 100mg Film-coated tablet Oral use
P.O Box 3327 17456 Kalamaki,
Greece

Greece SANDOZ AUSTRIA MYROXINE 50mg Film-coated tablet Oral use
Biochemiestrasse 10, A-6250 Kundl,
Austria

Greece SANDOZ AUSTRIA MYROXINE 100mg Film-coated tablet Oral use
Biochemiestrasse 10, A-6250 Kundl,
Austria

Greece SOLVAY PHARMA, 63 Agiou DUMYROX 50mg Film-coated tablet Oral use
Dimitriou 17456 Alimos, Greece
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Greece

SOLVAY PHARMA, 63 Agiou
Dimitriou 17456 Alimos, Greece

DUMYROX

100mg

Film-coated tablet

Oral use

Hungary

Solvay Pharmaceuticals B.V.NL-1381
CP Weesp, C.J. van Houtenlaan 36.
/8121AA Olst, Veerweg 12.The
Netherlands

FEVARIN 50 mg
filmtabletta

50 mg

Film-coated tablet

Oral use

Hungary

Solvay Pharmaceuticals B.V.NL-1381
CP Weesp, C.J. van Houtenlaan 36.
/8121AA Olst, Veerweg 12.The
Netherlands

FEVARIN 100 mg
filmtabletta

100 mg

Film-coated tablet

Oral use

Ireland

Solvay Healthcare Limited
Mansbridge Road, West End
Southampton, SO18 3JD, UK

Faverin

50 mg

Film-coated tablet

Oral use

Ireland

Solvay Healthcare Limited
Mansbridge Road, West End
Southampton, SO18 3JD, UK

Faverin

100 mg

Film-coated tablet

Oral use

Italy

Schering Plough S.p.A.
Via Ripamonti, 89
20141 Milano

Italy

Maveral

100 mg

Film-coated tablet

Oral use

Italy

Schering Plough S.p.A.
Via Ripamonti, 89
20141 Milano

Italy

Maveral

50 mg

Film-coated tablet

Oral use
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Italy Solvay Pharma S.p.A. Dumirox 100 mg Film-coated tablet Oral use
Via Della Liberta, 30
10095 Grugliasco - Torino
Italy

Italy Solvay Pharma S.p.A. Dumirox 50 mg Film-coated tablet Oral use
Via Della Liberta, 30
10095 Grugliasco - Torino
Italy

Italy Solvay Pharma S.p.A. Fevarin 100 mg Film-coated tablet Oral use
Via Della Liberta, 30
10095 Grugliasco - Torino
Italy

Italy Solvay Pharma S.p.A. Fevarin 100 mg tablets Oral use
Via Della Liberta, 30
10095 Grugliasco - Torino
Italy

Italy Solvay Pharma S.p.A. Fevarin 50 mg Film-coated tablet Oral use
Via Della Liberta, 30
10095 Grugliasco - Torino
Italy

Italy Solvay Pharma Fevarin 50 mg Film-coated tablet Oral use
Via della Liberta, 30
10095 Grugnasco (TO)
Italy
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Latvia

Solvay Pharmaceuticals B.V.,
[P.O.Box 900

NL - 1380 DA Weesp]

C.J. van Houtenlaan 36

NL - 1381 CP Weesp

THE NETHERLANDS

Fevarin

50 mg

Film-coated tablet

Oral use

Latvia

Solvay Pharmaceuticals B.V.,
[P.O.Box 900

NL - 1380 DA Weesp]

C.J. van Houtenlaan 36

NL - 1381 CP Weesp

THE NETHERLANDS

Fevarin

100 mg

Film-coated tablet

Oral use

Lithuania

Solvay Pharmaceuticals B.V., C.J. van
Houtenlaan 36, 1381 CP, Weesp,
The Nethrelands

Fevarin

100 mg

Film-coated tablet

Oral use

Lithuania

Solvay Pharmaceuticals B.V., C.J. van
Houtenlaan 36, 1381 CP, Weesp,
The Nethrelands

Fevarin

50 mg

Film-coated tablet

Oral use

Luxembourg

SANDOZ S.A., Telecom Gardens,
Medialaan 40, B-1800 Vilvoorde,
Belgium

Fluvoxamine Sandoz

100 mg

Film-coated tablet

Oral use

Luxembourg

SOLVAY PHARMA, 3 Avenue du
Bourgmestre, E. Demunter, B-1090
Bruxelles, Belgium

Floxyfral

100 mg

Film-coated tablet

Oral use
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Malta Solvay Pharm BV, CJ Van Faverin 50 mg Tablet Oral use
Hountenlaan 36, 1381, CP Weesp,
The Netherlands

Malta Solvay Pharm BV, CJ Van Faverin 100 mg Tablet Oral use
Hountenlaan 36, 1381, CP Weesp,
The Netherlands

Netherlands Alpharma B.V., Postbus 313, NL-3740 |Fluvoxaminemaleaat 50 mg Tablet Oral use
AH Baarn Dumex 50 mg, tablets

Netherlands Alpharma B.V., Postbus 313, NL-3740 |Fluvoxaminemaleaat 100 mg Tablet Oral use
AH Baarn Dumex 100 mg, tablets

Netherlands Apothecon B.V., Postbus 324, NL- Fluvoxamine-maleaat 50 |50 mg Tablet Oral use
3770 AH Barneveld A, tablets

Netherlands Apothecon B.V., Postbus 324, NL- Fluvoxamine-maleaat 100 {100 mg Tablet Oral use
3770 AH Barneveld A, tablets

Netherlands Centrafarm Services B.V., Postbus Fluvoxaminemaleaat CF |50 mg Tablet Oral use
289, NL-4870 AG Etten Leur 50 mg, tablets
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Netherlands Centrafarm Services B.V., Postbus Fluvoxaminemaleaat CF {100 mg Tablet Oral use
289, NL-4870 AG Etten Leur 100 mg, tablets
Netherlands Eurobase B.V., Mercuriusweg 8 — 10, |Fluvoxamine maleaat EB |50 mg Tablet Oral use
NL-3771 NC Barneveld 50 mg, tablets
Netherlands Eurobase B.V., Mercuriusweg 8 — 10, |Fluvoxamine maleaat EB |100 mg Tablet Oral use
NL-3771 NC Barneveld 100 mg, tablets
Netherlands Genfarma B.V., Postbus 2062, NL- Fluvoxaminemaleaat Gf |50 mg Tablet Oral use
1500 GB Zaandam 50 mg, tablets
Netherlands Genfarma B.V., Postbus 2062, NL- Fluvoxaminemaleaat Gf 100 mg Tablet Oral use
1500 GB Zaandam 100 mg, tablets
Netherlands Genthon B.V., Postbus 7071, NL-6503 [Fluvoxaminemaleaat 25 |25 mg Tablet Oral use
GN Nijmegen mg, tablets
Netherlands Genthon B.V., Postbus 7071, NL-6503 [Fluvoxaminemaleaat 50 |50 mg Tablet Oral use
GN Nijmegen mg, tablets
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Netherlands Genthon B.V., Postbus 7071, NL-6503 |Fluvoxaminemaleaat 100 |100 mg Tablet Oral use
GN Nijmegen mg, tablets
Netherlands Hexal AG, Postfach 1263, D-83602 Fluvoxaminemaleaat 50 |50 mg Coated tablet Oral use
Holzkirchen mg, coated tablets
Netherlands Hexal AG, Postfach 1263, D-83602 Fluvoxaminemaleaat 100 |100 mg Coated tablet Oral use
Holzkirchen mg, coated tablets
Netherlands Katwijk Farma B.V., Postbus 408, NL- |Fluvoxaminemaleaat 50 |50 mg Tablet Oral use
2300 AK Leiden mg Katwijk, tablets
Netherlands Katwijk Farma B.V., Postbus 408, NL- |Fluvoxaminemaleaat 100 |100 mg Tablet Oral use
2300 AK Leiden mg Katwijk, tablets
Netherlands Merck Generics BV, Dieselweg 25, Fluvoxaminemaleaat 50 mg Tablet Oral use
NL-3752 LB Bunschoten Merck 50 mg, tablets
Netherlands Merck Generics BV, Dieselweg 25, Fluvoxaminemaleaat 100 mg Tablet Oral use
NL-3752 LB Bunschoten Merck 100 mg, tablets
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Netherlands Pharmachemie B.V., Postbus 552, NL- |[Fluvoxaminemaleaat 50 |50 mg Film-coated tablet Oral use
2003 RN Haarlem PCH, film coated tablets
Netherlands Pharmachemie B.V., Postbus 552, NL- |Fluvoxaminemaleaat 100 (100 mg Film-coated tablet Oral use
2003 RN Haarlem PCH, film coated tablets
Netherlands Pharmachemie B.V., Postbus 552, NL- |Fluvoxaminemaleaat 50 |50 mg Coated tablet Oral use
2003 RN Haarlem PCH, coated tablet
Netherlands Pharmachemie B.V., Postbus 552, NL- |Fluvoxaminemaleaat 100 (100 mg Coated tablet Oral use
2003 RN Haarlem PCH, coated tablets
Netherlands Sandoz B.V., Postbus 216, NL-1380 |Fluvoxaminemaleaat 50 mg Coated tablet Oral use
AE Weesp Sandoz 50, coated tablets
Netherlands Sandoz B.V., Postbus 216, NL-1380 |Fluvoxaminemaleaat 100 mg Coated tablet Oral use
AE Weesp Sandoz 100, coated tablets
Netherlands Solvay Pharma B.V., Postbus 501, NL- [Fevarin 50, tablets 50 mg Tablet Oral use
1380 AM Weesp
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Netherlands Solvay Pharma B.V., Postbus 501, NL- [Fevarin 100, tablets 100 mg Tablet Oral use
1380 AM Weesp
Netherlands Solvay Pharma B.V., Postbus 501, NL- |Fluvoxaminemaleaat 50 mg Tablet Oral use
1380 AM Weesp Solvay Pharma 50 mg,
tablets
Netherlands Solvay Pharma B.V., Postbus 501, NL- |[Fluvoxaminemaleaat 100 mg Tablet Oral use
1380 AM Weesp Solvay Pharma 100 mg,
tablets
Netherlands Stada Arzneimittel AG, Stadastrasse 2- [Fluvoxaminemaleaat 50 mg Tablet Oral use
18, D-61118 Bad Vilbel STADA 50 mg, tablets
Netherlands Stada Arzneimittel AG, Stadastrasse 2- [Fluvoxaminemaleaat 100 mg Tablet Oral use
18, D-61118 Bad Vilbel STADA 100 mg, tablets
Netherlands Synthon B.V., Postbus 7071, NL-6503 |Fluvoxaminemaleaat 25 |25 mg Tablet Oral use
GN Nijmegen mg, tablets
Netherlands Synthon B.V., Postbus 7071, NL-6503 |Fluvoxaminemaleaat 50 |50 mg Tablet Oral use
GN Nijmegen mg, tablets
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Netherlands Synthon B.V., Postbus 7071, NL-6503 |Fluvoxaminemaleaat 100 {100 mg Tablet Oral use
GN Nijmegen mg, tablets
Norway Solvay Pharmaceuticals B.V., C. J. van |Fevarin 50 mg Film-coated tablet Oral use
Houtenlaan 36, Weesp, The
Netherlands
Norway Solvay Pharmaceuticals B.V., C. J. van [Fevarin 100 mg Film-coated tablet Oral use
Houtenlaan 36, Weesp, The
Netherlands
Poland Solvay Pharmaceuticals B.V., C.J. Van [Fevarin 50 mg Coated tablet Oral use
Houtenlaan 36, 1381 CP Weesp, NL
Poland Solvay Pharmaceuticals B.V., C.J. Van [Fevarin 100 mg Coated tablet Oral use
Houtenlaan 36, 1381 CP Weesp, NL
Portugal Ciclum Farma Unipessoal Lda., Rua  |[Fluvoxamina Ciclum 100 {100 mg Film-coated tablet Oral use
Alfredo da Silvan® 16, 2610-016 mg, comprimidos
Amadora, Portugal
Portugal Ciclum Farma Unipessoal Lda., Rua  |Fluvoxamina Ciclum 50 |50 mg Film-coated tablet Oral use
Alfredo da Silvan® 16, 2610-016 mg, comprimidos
Amadora, Portugal
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Portugal Sandoz GmbH, Biochemiestrasse, 10 [Fluvoxamina Sandoz 100 {100 mg Film-coated tablet Oral use
A-6250 Kundl Austria mg Comprimidos
Revestidos por Pelicula
Portugal Sandoz GmbH, Biochemiestrasse, 10 |Fluvoxamina Sandoz 50 |50 mg Film-coated tablet Oral use
A-6250 Kundl Austria mg Comprimidos
Revestidos por Pelicula
Portugal Solvay Farma, Lda., Avenida Marechal | Dumyrox 50 mg Film-coated tablet Oral use
Gomes da Costa, 33 1800-255 Lisboa
Portugal
Portugal Solvay Farma, Lda., Avenida Marechal | Dumyrox 100 mg Film-coated tablet Oral use
Gomes da Costa, 33 1800-255 Lisboa
Portugal
Slovak Solvay Pharmaceuticals B.V., CJ van [FEVARIN 50 50mg Film-coated tablet Oral use
Republic Houtenlaan 36, NL - 1381 CP Weep
Slovak Solvay Pharmaceuticals B.V., CJ van |[FEVARIN 100 100mg Film-coated tablet Oral use
Republic Houtenlaan 36, NL - 1381 CP Weep
Spain SANDOZ FARMACEUTICA, S.A., |FLUVOXAMINA 50 mg Tablet Oral use
Gran Via de les Corts Catalanes, 764 [SANDOZ
08013 Barcelona, Spain
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Spain

SANDOZ FARMACEUTICA, S.A.,
Gran Via de les Corts Catalanes, 764
08013 Barcelona, Spain

FLUVOXAMINA
SANDOZ

100 mg

Tablet

Oral use

Spain

SOLVAY PHARMA, S.A., Avda.
Diagonal, 507, 08029 Barcelona,
Spain

DUMIROX

50 mg

Coated tablet

Oral use

Spain

SOLVAY PHARMA, S.A., Avda.
Diagonal, 507, 08029 Barcelona,
Spain

DUMIROX

100 mg

Coated tablet

Oral use

Spain

TEVA GENERICOS ESPANOLA,
S.L.C/ Guzman el Bueno 133, Edificio
Britania 4°Izq.Madrid, Spain

FLUVOXAMINA TEVA (100mg

Tablet

Oral use

Spain

TEVA GENERICOS ESPANOLA,
S.L.C/ Guzman el Bueno 133, Edificio
Britania 4°1zq.Madrid, Spain

FLUVOXAMINA TEVA |50 mg

Tablet

Oral use

Sweden

Solvay Pharmaceuticals BV, CJ Van
Houtenlaan 36 1381 CP Weesp
Nederlanderna (NLD)

Fevarin

50 mg

Film-coated tablet

Oral use

Sweden

Solvay Pharmaceuticals BV, CJ Van
Houtenlaan 36 1381 CP Weesp
Nederlédnderna (NLD)

Fevarin

100 mg

Film-coated tablet

Oral use
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Sweden Stada Arzneimittel AG Stadastrasse 2- |Fluvosol 50 mg Film-coated tablet Oral use
18 DE-61118 Bad Vilbel Tyskland
(DEU)
Sweden Stada Arzneimittel AG Stadastrasse 2- |Fluvosol 100 mg Film-coated tablet Oral use
18 DE-61118 Bad Vilbel Tyskland
(DEU)
United Approved Prescription Services Fluvoxamine 50mg Tablet Oral use
Kingdom Limited, Brampton Road, Hampden
Park, Eastbourne, E Sussex BN22
9AG; UK
United Approved Prescription Services Fluvoxamine 100mg Tablet Oral use
Kingdom Limited, Brampton Road, Hampden
Park, Eastbourne, E Sussex BN22
9AG; UK
United Arrow Generics Limited, Unit 2, Fluvoxamine 50mg Tablet Oral use
Kingdom Eastman Way, Stevenage, Herts SGI
457, UK
United Arrow Generics Limited, Unit 2, Fluvoxamine 100mg Tablet Oral use
Kingdom Eastman Way, Stevenage, Herts SG1
487, UK
United CP Pharmaceuticals Limited, Ash Fluvoxamine 50mg Tablet Oral use
Kingdom Road North, Wrexham Industrial
Estate, Wrexham LL13 9UF, UK
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United CP Pharmaceuticals Limited, Ash Fluvoxamine 100mg Tablet Oral use
Kingdom Road North, Wrexham Industrial

Estate, Wrexham LL13 9UF, UK
United Ratiopharm UK Limited, 5 Jackson Fluvoxamine 25mg Tablet Oral use
Kingdom Close, Grove Road, Cosham,

Portsmouth, Hants PO6 1UP; UK
United Ratiopharm UK Limited, 5 Jackson Fluvoxamine 50mg Tablet Oral use
Kingdom Close, Grove Road, Cosham,

Portsmouth, Hants PO6 1UP; UK
United Ratiopharm UK Limited, 5 Jackson Fluvoxamine 100mg Tablet Oral use
Kingdom Close, Grove Road, Cosham,

Portsmouth, Hants PO6 1UP; UK
United Solvay Healthcare Limited, Faverin 50mg Tablet Oral use
Kingdom Mansbridge Road, West End,

Southampton SO18 3JD; UK
United Solvay Healthcare Limited, Faverin 100mg Tablet Oral use
Kingdom Mansbridge Road, West End,

Southampton SO18 3JD; UK
United Stada Arzneimittel AG, Stadastrasse 2- |Fluvomax 50mg Tablet Oral use
Kingdom 18, D-61118 Bad Vilbel, Germany

CHMP/117014/2005 282/573 ©EMEA 2005




Member State (Marketing Authorisation Holder Invented Name Strength Pharmaceutical form Route of administration
United Stada Arzneimittel AG, Stadastrasse 2- |Fluvomax 100mg Tablet Oral use
Kingdom 18, D-61118 Bad Vilbel, Germany
United Synthon BV, Microweg 22, Nijmegen, |Fluvoxamine 50mg Tablet Oral use
Kingdom 6546 CM, Netherlands
United Synthon BV, Microweg 22, Nijmegen, |Fluvoxamine 100mg Tablet Oral use
Kingdom 6546 CM, Netherlands
United Teva Pharmaceuticals Limited, Fluvoxamine 50mg Tablet Oral use
Kingdom Barclays House, 1 Gatehouse Way,
Aylesbury, Bucks HP19 8DB; UK
United Teva Pharmaceuticals Limited, Fluvoxamine 100mg Tablet Oral use
Kingdom Barclays House, 1 Gatehouse Way,
Aylesbury, Bucks HP19 8DB; UK
United Tillomed Laboratories Limited; 3 Fluvoxamine 50mg Tablet Oral use
Kingdom Howard Road, Eaton Socon, St.Neots,
Cambridgeshire PE19 3ET; UK
United Tillomed Laboratories Limited; 3 Fluvoxamine 100mg Tablet Oral use
Kingdom Howard Road, Eaton Socon, St.Neots,
Cambridgeshire PE19 3ET; UK
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Austria Arcana Arzneimittel GmbH, Mianserin ,,Arcana‘“ 10mg Film-coated tablet Oral use
Zimbagasse 5, 1147 Wien, Austria 10mg-Filmtabletten
Austria Arcana Arzneimittel GmbH, Mianserin ,,Arcana‘“ 30mg Film-coated tablet Oral use
Zimbagasse 5, 1147 Wien, Austria 30mg-Filmtabletten
Austria Organon Ges.m.b.H., Tolvon 30mg- 30mg Film-coated tablet Oral use
Siebenbrunnengasse 21, 1050 Wien, |Filmtabletten
Austria
Austria Organon Ges.m.b.H., Tolvon 60mg- 60mg Film-coated tablet Oral use
Siebenbrunnengasse 21, 1050 Wien, |Filmtabletten
Austria
Austria Ratiopharm Arzneimittel Vertriebs Mianserin ,ratiopharm“  [10mg Film-coated tablet Oral use
Ges.m.b.H., Albert Schweitzer-Gasse |10mg-Filmtabletten
3, 1140 Wien, Austria
Austria Ratiopharm Arzneimittel Vertriebs Mianserin ,ratiopharm“  [30mg Film-coated tablet Oral use
Ges.m.b.H., Albert Schweitzer-Gasse |30mg-Filmtabletten
3, 1140 Wien, Austria
Belgium LAGEPHA S.A. Avenue Mercator 1 |Mianserine Lagepha 10 mg Film-coated tablet Oral use
1300 Wavre, Belgium
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Belgium

LAGEPHA S.A. Avenue Mercator 1
1300 Wavre, Belgium

Mianserine Lagepha

30 mg

Film-coated tablet

Oral use

Belgium

ORGANON EUROPE N.V.
Kloosterstraat 6 5349 AB Oss, The
Netherlands

Lerivon

10 mg

Tablet

Oral use

Belgium

ORGANON EUROPE N.V.
Kloosterstraat 6 5349 AB Oss, The
Netherlands

Lerivon

30 mg

Tablet

Oral use

Belgium

ORGANON EUROPE N.V.
Kloosterstraat 6 5349 AB Oss, The
Netherlands

Lerivon

60 mg

Tablet

Oral use

Belgium

ORGANON EUROPE N.V.
Kloosterstraat 6 5349 AB Oss, The
Netherlands

Serelan

30 mg

Tablet

Oral use

Cyprus

REMEDICA LTD, AHARNON STR,
P.0.BOX 51706, INDUSTRIAL
ESTATE 3508 LEMESOS, CYPRUS

MIANSERIN

10 mg

Tablet

Oral use

Cyprus

REMEDICA LTD, AHARNON STR,
P.0.BOX 51706, INDUSTRIAL
ESTATE 3508 LEMESOS, CYPRUS

MIANSERIN

30 mg

Tablet

Oral use
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Cyprus REMEDICA LTD, AHARNON STR, |MIANSERIN 60 mg Tablet Oral use

P.0.BOX 51706, INDUSTRIAL

ESTATE 3508 LEMESOS, CYPRUS
Czech GENERICS UK LIMITED, CLOSE |[MIANSERIN 10 MG 10 mg Film-coated tablet Oral use
Republic POTTERS BAR, HERTS, Albany GENERICS

Gate, Darkes Lane, EN6 1AG Potters

bar, Herefordshire, UK
Czech GENERICS UK LIMITED, CLOSE = [MIANSERIN 60 MG 60 mg Film-coated tablet Oral use
Republic POTTERS BAR, HERTS, Albany GENERICS

Gate, Darkes Lane, EN6 1AG Potters

bar, Herefordshire, UK
Czech N.V.ORGANON, OSS, PO Box 20, LERIVON 10MG 10 mg Coated tablet Oral use
Republic 5340 BH Oss, Netherlands
Czech N.V.ORGANON, OSS, PO Box 20, |LERIVON 30MG 30 mg Coated tablet Oral use
Republic 5340 BH Oss, Netherlands
Czech N.V.ORGANON, OSS, PO Box 20, |LERIVON 60MG 60 mg Coated tablet Oral use
Republic 5340 BH Oss, Netherlands
Czech RATIOPHARM GMBH, ULM, Graf- [MIABENE 10 MG 10 mg Film-coated tablet Oral use
Republic Arco-Strasse 3, 890 79 Ulm, Germany
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Czech RATIOPHARM GMBH, ULM, Graf- [MIABENE 30 MG 30 mg Film-coated tablet Oral use
Republic Arco-Strasse 3, 890 79 Ulm, Germany
Denmark Durascan Medical Products A/S, C. F. |Tolmin 10 mg Film-coated tablet Oral use
Tietgen Boulevard 40, DK-5220
Odense SO, Denmark
Denmark Durascan Medical Products A/S, C. F. |Tolmin 30 mg Film-coated tablet Oral use
Tietgen Boulevard 40, DK-5220
Odense SO, Denmark
Denmark Durascan Medical Products A/S, C. F. |Tolmin 60 mg Film-coated tablet Oral use
Tietgen Boulevard 40, DK-5220
Odense S@, Denmark
Denmark Gerard Laboratories, 35 Balcloyle Mianserin "NM" 10 mg Film-coated tablet Oral use
Industrial Estate, Dublin, Ireland
Denmark Gerard Laboratories, 35 Balcloyle Mianserin "NM" 30 mg Film-coated tablet Oral use
Industrial Estate, Dublin, Ireland
Denmark Gerard Laboratories, 35 Balcloyle Mianserin "NM" 60 mg Film-coated tablet Oral use
Industrial Estate, Dublin, Ireland
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Denmark N.V. Organon, P.O. Box 20, Oss, Tolvon 10 mg Film-coated tablet Oral use
Netherland
Denmark N.V. Organon, P.O. Box 20, Oss, Tolvon 30 mg Film-coated tablet Oral use
Netherland
Denmark N.V. Organon, P.O. Box 20, Oss, Tolvon 60 mg Film-coated tablet Oral use
Netherland
Finland N.V.Organon, Kloosterstraat 6, Tolvon 10 mg Film-coated tablet Oral use
P.0.BOX 20, 5340, the Netherlands
Finland N.V.Organon, Kloosterstraat 6, Tolvon 30 mg Film-coated tablet Oral use
P.0.BOX 20, 5340, the Netherlands
Finland N.V.Organon, Kloosterstraat 6, Tolvon 60 mg Film-coated tablet Oral use
P.0.BOX 20, 5340, the Netherlands
Finland Orion Corporation, Orionintie 1, 02200|Miaxan 30 mg Film-coated tablet Oral use
Espoo, Finland
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Finland

Orion Corporation, Orionintie 1, 02200
Espoo, Finland

Miaxan

60 mg

Film-coated tablet

Oral use

France

Arrow generiques
26 avenue Tony Garnier
69007 Lyon - France

MIANSERINE ARROW (10 mg

Film-coated tablet

Oral use

France

Arrow generiques
26 avenue Tony Garnier
69007 Lyon - France

MIANSERINE ARROW |30 mg

Film-coated tablet

Oral use

France

Arrow generiques
26 avenue Tony Garnier
69007 Lyon - France

MIANSERINE ARROW (60 mg

Film-coated tablet

Oral use

France

Biogaran
15 boulevard Charles de Gaulle
92707 Colombes cedex - France

Mianserine Biogaran

10 mg

Film-coated tablet

Oral use

France

Biogaran
15 boulevard Charles de Gaulle
92707 Colombes cedex - France

Mianserine Biogaran

30 mg

Film-coated tablet

Oral use

France

Biogaran
15 boulevard Charles de Gaulle
92707 Colombes cedex - France

Mianserine Biogaran

60 mg

Film-coated tablet

Oral use
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France

DISTRIRETI
Usine Saint Charles
60590 Eragny sur Epte - France

Mianserine Distrireti

10 mg

Film-coated tablet

Oral use

France

DISTRIRETI
Usine Saint Charles
60590 Eragny sur Epte - France

Mianserine Distrireti

30 mg

Film-coated tablet

Oral use

France

DISTRIRETI
Usine Saint Charles
60590 Eragny sur Epte - France

Mianserine Distrireti

60 mg

Film-coated tablet

Oral use

France

EG Labo laboratoire Eurogenerics
le Quintet Batiment A

12 rue Danjou

92517 Boulogne Billancourt Cedex
France

Mianserine EG

30 mg

Film-coated tablet

Oral use

France

EG Labo laboratoire Eurogenerics
le Quintet Batiment A

12 rue Danjou

92517 Boulogne Billancourt Cedex
France

Mianserine EG

60 mg

Film-coated tablet

Oral use

France

EG Labo laboratoire Eurogenerics

le Quintet Batiment A

12 rue Danjou

92517 Boulogne Billancourt Cedex -
France

Mianserine EG

10 mg

Film-coated tablet

Oral use
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France

G Gam

Europarc

33 rue Auguste perret
94042 creteil cedex - France

Mianserine G GAM

10 mg

Film-coated tablet

Oral use

France

G Gam

Europarc

33 rue Auguste perret
94042 creteil cedex - France

Mianserine G GAM

30 mg

Film-coated tablet

Oral use

France

G Gam

Europarc

33 rue Auguste perret
94042 creteil cedex - France

Mianserine G GAM

60 mg

Film-coated tablet

Oral use

France

IVAX

15 Rue de I'hotel de ville

92522 Neuilly sur seine Cedex -
France

Mianserine Ivax

10 mg

Film-coated tablet

Oral use

France

IVAX

15 Rue de I'hotel de ville

92522 Neuilly sur seine Cedex -
France

Mianserine Ivax

30 mg

Film-coated tablet

Oral use

France

IVAX

15 Rue de 1'hotel de ville

92522 Neuilly sur seine Cedex -
France

Mianserine Ivax

60 mg

Film-coated tablet

Oral use

France

LABORATOIRE RPG - RANBAXY
PHARMACIE GENERIQUES

4 place Louis Armand

75012 Paris

France

Mianserine RPG

10 mg

Film-coated tablet

Oral use
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France

LABORATOIRE RPG - RANBAXY
PHARMACIE GENERIQUES

4 place Louis Armand

75012 Paris

France

Mianserine RPG

30 mg

Film-coated tablet

Oral use

France

LABORATOIRE RPG - RANBAXY
PHARMACIE GENERIQUES

4 place Louis Armand

75012 Paris

France

Mianserine RPG

60 mg

Film-coated tablet

Oral use

France

Merck Generiques
34 rue saint Romain
69 359 lyon cedex 08 - France

Mianserine Merck

10 mg

Film-coated tablet

Oral use

France

Merck Generiques
34 rue saint Romain
69 359 lyon cedex 08 - France

Mianserine Merck

30 mg

Film-coated tablet

Oral use

France

Merck Generiques
34 rue saint Romain
69 359 lyon cedex 08 - France

Mianserine Merck

60 mg

Film-coated tablet

Oral use

France

MG PHARMA
264 Rue du faubourg saint honoré
75008 Paris - France

Mianserine MG Pharma

10 mg

Film-coated tablet

Oral use

France

MG PHARMA
264 Rue du faubourg saint honoré
75008 Paris - France

Mianserine MG Pharma

30 mg

Film-coated tablet

Oral use
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France

MG PHARMA
264 Rue du faubourg saint honoré
75008 Paris - France

Mianserine MG Pharma |60 mg

Film-coated tablet

Oral use

France

ORGANON

10 Rue Godefroy

Immeuble Optima

92821 Puteaux cedex - France

ATHYMIL

10 mg

Film-coated tablet

Oral use

France

ORGANON

10 Rue Godefroy

Immeuble Optima

92821 Puteaux cedex - France

ATHYMIL

30 mg

Film-coated tablet

Oral use

France

ORGANON

10 Rue Godefroy

Immeuble Optima

92821 Puteaux cedex - France

ATHYMIL

60 mg

Film-coated tablet

Oral use

France

Qualimed

34 rue saint Romain
69008

Lyon - France

Mianserine Qualimed

10 mg

Film-coated tablet

Oral use

France

Qualimed

34 rue saint Romain
69008

Lyon - France

Mianserine Qualimed

30 mg

Film-coated tablet

Oral use

France

Qualimed

34 rue saint Romain
69008

Lyon - France

Mianserine Qualimed

60 mg

Film-coated tablet

Oral use

CHMP/117014/2005

293/573

©EMEA 2005




Member State

Marketing Authorisation Holder

Invented Name

Strength

Pharmaceutical form

Route of administration

France

RATIOPHARM
Graf Arco Strasse 3
89079 Ulm
Germany

Mianserine Ratiopharm

10 mg

Film-coated tablet

Oral use

France

RATIOPHARM
Graf Arco Strasse 3
89079 Ulm
Germany

Mianserine Ratiopharm

30 mg

Film-coated tablet

Oral use

France

RATIOPHARM
Graf Arco Strasse 3
89079 Ulm
Germany

Mianserine Ratiopharm

60 mg

Film-coated tablet

Oral use

France

SANDOZ
49 Avenue Georges Pompidou
92300 Levallois Perret - France

Mianserine GNR

10 mg

Film-coated tablet

Oral use

France

SANDOZ
49 Avenue Georges Pompidou
92300 Levallois Perret - France

Mianserine GNR

30 mg

Film-coated tablet

Oral use

France

SANDOZ
49 Avenue Georges Pompidou
92300 Levallois Perret - France

Mianserine GNR

60 mg

Film-coated tablet

Oral use

France

TEVA Classics le palatinl

1, cours du triangle

92936

Paris la défense cedex - France

Mianserine Teva

10 mg

Film-coated tablet

Oral use
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France

TEVA Classics le palatinl

1, cours du triangle

92936

Paris la défense cedex - France

Mianserine Teva

30 mg

Film-coated tablet

Oral use

France

TEVA Classics le palatinl

1, cours du triangle

92936

Paris la défense cedex - France

Mianserine Teva

60 mg

Film-coated tablet

Oral use

France

Winthrop Medicaments
9 Bd Romain Rolland
75 159 Paris cedex 14
France

Mianserine Irex

10 mg

Film-coated tablet

Oral use

France

Winthrop Medicaments
9 Bd Romain Rolland
75 159 Paris cedex 14
France

Mianserine Irex

30 mg

Film-coated tablet

Oral use

France

Winthrop Medicaments
9 Bd Romain Rolland
75 159 Paris cedex 14
France

Mianserine Irex

60 mg

Film-coated tablet

Oral use

Germany

ct-Arzneimittel GmbH
Lengeder Str. 42a
D-13407 Berlin

Mianserin-CT 10mg
Filmtabletten

10 mg

Film-coated tablet

Oral use

Germany

ct-Arzneimitte] GmbH
Lengeder Str. 42a
D-13407 Berlin

Mianserin-CT 30mg
Filmtabletten

30 mg

Film-coated tablet

Oral use
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Germany

Desitin Arzneimitte]l GmbH
Postfach 630164
D-22311 Hamburg

Mianserin 10mg Desitin |10 mg

Film-coated tablet

Oral use

Germany

Desitin Arzneimitte]l GmbH
Postfach 630164
D-22311 Hamburg

Mianserin 30mg Desitin (30 mg

Film-coated tablet

Oral use

Germany

Generics (UK) Ltd.
Frankfurter Str. 129a
D-64293 Darmstadt

Miagen 10mg

10 mg

Film-coated tablet

Oral use

Germany

Generics (UK) Ltd.
Frankfurter Str. 129a
D-64293 Darmstadt

Miagen 30mg

30 mg

Film-coated tablet

Oral use

Germany

Generics (UK) Ltd.
Frankfurter Str. 129a
D-64293 Darmstadt

Mianserixx 10mg

10 mg

Film-coated tablet

Oral use

Germany

Generics (UK) Ltd.
Frankfurter Str. 129a
D-64293 Darmstadt

Mianserixx 30mg

30 mg

Film-coated tablet

Oral use

Germany

HEXAL AG
Postfach 1263
D-83602 Holzkirchen

Mianeurin 10

10 mg

Film-coated tablet

Oral use
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Germany

HEXAL AG
Postfach 1263
D-83602 Holzkirchen

Mianeurin 30

30 mg

Film-coated tablet

Oral use

Germany

Holsten Pharma GmbH
Im Buergerstock 7
D-79241 Thringen

Mianserin 10mg Holsten

10 mg

Film-coated tablet

Oral use

Germany

Holsten Pharma GmbH
Im Buergerstock 7
D-79241 Ihringen

Mianserin 30mg Holsten

30 mg

Film-coated tablet

Oral use

Germany

Neuraxpharm Arzneimittel GmbH &
CoKG

Postfach 400455

D-40244 Langenfeld

Mianserin-neuraxpharm
10

10 mg

Film-coated tablet

Oral use

Germany

Neuraxpharm Arzneimittel GmbH &
Co.KG

Postfach 400455

D-40244 Langenfeld

Mianserin-neuraxpharm
30mg

30 mg

Film-coated tablet

Oral use

Germany

Neuraxpharm Arzneimittel GmbH &
Co.KG

Postfach 400455

D-40244 Langenfeld

Mianserin-neuraxpharm
60mg

60 mg

Film-coated tablet

Oral use

Germany

Organon GmbH
Mittenheimer Str. 62
D-85764 Oberschleissheim

Tolvin 30mg

30 mg

Film-coated tablet

Oral use
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Germany Organon GmbH Tolvin 10mg 10 mg Film-coated tablet Oral use
Mittenheimer Str. 62
D-85764 Oberschleissheim

Germany Organon GmbH Mianserin Organon 10mg |10 mg Film-coated tablet Oral use
Mittenheimer Str. 62
D-85764 Oberschleissheim

Germany Organon GmbH Prisma 30 mg Film-coated tablet Oral use
Mittenheimer Str. 62
D-85764 Oberschleissheim

Germany Organon GmbH Mianserin Organon 60mg |60 mg Film-coated tablet Oral use
Mittenheimer Str. 62
D-85764 Oberschleissheim

Germany Organon GmbH Tolvin 60mg 60 mg Film-coated tablet Oral use
Mittenheimer Str. 62
D-85764 Oberschleissheim

Germany PharmaSelect GmbH Inpharmco-Mianserin- 10 mg Film-coated tablet Oral use
Am Saegewerk 13 10mg-Tabletten
D-68526 Ladenburg

Germany PharmaSelect GmbH Inpharmco-Mianserin- 30 mg Film-coated tablet Oral use
Am Saegewerk 13 30mg-Tabletten
D-68526 Ladenburg
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Germany Ratiopharm GmbH Mianserin-ratiopharm 10 mg Film-coated tablet Oral use
Graf-Arco-Strasse 3 10mg Filmtabletten
D-89070 Ulm

Germany Ratiopharm GmbH Mianserin-ratiopharm 30 mg Film-coated tablet Oral use
Graf-Arco-Strasse 3 30mg Filmtabletten
D-89070 Ulm

Germany TEVA Generics GmbH Mianserin-TEVA 10 mg |10 mg Film-coated tablet Oral use
Kandelstr. 10
D-79199 Kirchzarten

Germany TEVA Generics GmbH Mianserin-TEVA 30 mg |30 mg Film-coated tablet Oral use
Kandelstr. 10
D-79199 Kirchzarten

Hungary Merck Generics Albany Gates, Darkes [IMIANSERIN-MERCK |10 mg Tablet Oral use
Lane Potters Bar, Herts, EN6 1AG, 10 mg tabletta
UK

Hungary Merck Generics Albany Gates, Darkes [IMIANSERIN-MERCK (30 mg Tablet Oral use
Lane Potters Bar, Herts, EN6 1AG, 30 mg tabletta
UK

Hungary Merck Generics Albany Gates, Darkes [IMIANSERIN-MERCK (60 mg Tablet Oral use
Lane Potters Bar, Herts, EN6 1AG,UK |60 mg tabletta
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Hungary

N.V. OrganonKloosterstraat 6., 5349-
AB Oss The Netherlands

TOLVON 60 mg
filmtabletta

60 mg

Film-coated tablet

Oral use

Iceland

Gerard Laboratories Ltd., 35/36
Baldoyle Industrial Estate, Grange
Road, Dublin 13, Ireland

Mianserin NM Pharma

10 mg

Film-coated tablet

Oral use

Iceland

Gerard Laboratories Ltd., 35/36
Baldoyle Industrial Estate, Grange
Road, Dublin 13, Ireland

Mianserin NM Pharma

30 mg

Film-coated tablet

Oral use

Italy

Organon Italia S.p.A.
Via Ostilia, 15
00184 Roma

Italy

Lantanon

30 mg

Tablet

Oral use

Italy

Organon Italia S.p.A.
Via Ostilia, 15
00184 Roma

Italy

Lantanon

60 mg

Tablet

Oral use

Italy

Organon Italia S.p.A.
Via Ostilia, 15
00184 Roma

Italy

Lantanon

60 mg/ml

Oral drops, solution

Oral use

Luxembourg

HEXAL AG, Industrie Strasse 25, D-
83607 Holzkirchen, Germany

Mianeurin

10 mg

Coated tablet

Oral use
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Luxembourg |HEXAL AG, Industrie Strasse 25, D- |(Mianeurin 30 mg Coated tablet Oral use
83607 Holzkirchen, Germany
Luxembourg |ORGANON EUROPE N.V. Lerivon 10 mg Tablet Oral use
Kloosterstraat 6 5349 AB Oss, The
Netherlands
Luxembourg |ORGANON EUROPE N.V. Lerivon 30 mg Tablet Oral use
Kloosterstraat 6 5349 AB Oss, The
Netherlands
Luxembourg |ORGANON EUROPE N.V. Lerivon 60 mg Tablet Oral use
Kloosterstraat 6 5349 AB Oss, The
Netherlands
Luxembourg |ORGANON EUROPE N.V. Serelan 30 mg Tablet Oral use
Kloosterstraat 6, 5349 AB Oss, The
Netherlands
Malta Generics UK Ltd, Station Close, Mianserin BP 10mg Tablet Oral use
Potters Bar, EN6 1TL, Herts, UK
Malta Generics UK Ltd, Station Close, Mianserin BP 30mg Tablet Oral use
Potters Bar, EN6 1TL, Herts, UK
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Malta Norton Healthcare Ltd., Ivax Quays, [Mianserin 10mg Tablet Oral use
Albert Basin, Royal Docks London
E16 2QJ United Kingdom
Malta Norton Healthcare Ltd., Ivax Quays, [Mianserin 30mg Tablet Oral use
Albert Basin, Royal Docks London
E16 2QJ United Kingdom
Malta Remedica Ltd, Limassol Industrial Mianserin 30mg Coated tablet Oral use
Estate, Aharnon Street, PO Box 51706,
Limassol 3508, Cyprus
Netherlands Genfarma B.V., Postbus 2062, NL- Mianserine HCI Gf 10 10 mg Tablet Oral use
1500 GB Zaandam mg, tablets
Netherlands Genfarma B.V., Postbus 2062, NL- Mianserine HC1 Gf 30 30 mg Tablet Oral use
1500 GB Zaandam mg, tablets
Netherlands Katwijk Farma B.V., Postbus 408, NL- |Mianserine HCI 10 mg 10 mg Tablet Oral use
2300 AK Leiden Katwijk, tablets
Netherlands Katwijk Farma B.V., Postbus 408, NL- |[Mianserine HCI 30 mg 30 mg Tablet Oral use
2300 AK Leiden Katwijk, tablets
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Netherlands N.V. Organon, Postbus 20, NL-5340 [Tolvon, tablets 10 mg 10 mg Tablet Oral use
BH Oss
Netherlands N.V. Organon, Postbus 20, NL-5340 |Tolvon, tablets 3 mg 30 mg Tablet Oral use
BH Oss
Netherlands N.V. Organon, Postbus 20, NL-5340 [Tolvon 60 mg, tablets 60 mg Tablet Oral use
BH Oss
Netherlands Pharmachemie B.V., Postbus 552, NL- |Mianserine HCI 10 PCH, (10 mg Tablet Oral use
2003 RN Haarlem tablets
Netherlands Pharmachemie B.V., Postbus 552, NL- |[Mianserine HCI 30 PCH, (30 mg Tablet Oral use
2003 RN Haarlem tablets
Norway Merck NM AB, Box 25033, SE-104 35 [Mianserin Merck NM 10 mg Film-coated tablet Oral use
Stockholm, Sweden
Norway Merck NM AB, Box 25033, SE-104 35 [Mianserin Merck NM 30 mg Film-coated tablet Oral use
Stockholm, Sweden
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Norway Merck NM AB, Box 25033, SE-104 35|Mianserin Merck NM 60 mg Film-coated tablet Oral use
Stockholm, Sweden
Norway N.V. Organon, P.O. Box 20, 5340 BH |Tolvon 10 mg Film-coated tablet Oral use
Oss, The Netherlands
Norway N.V. Organon, P.O. Box 20, 5340 BH |Tolvon 30 mg Film-coated tablet Oral use
Oss, The Netherlands
Norway N.V. Organon, P.O. Box 20, 5340 BH |Tolvon 60 mg Film-coated tablet Oral use
Oss, The Netherlands
Poland Generics Ltd., Potters Bar, 12 station [Miansemerck 10 10 mg Coated tablet Oral use
Close, EN6 1TL Hertfordshire, UK
Poland Generics Ltd., Potters Bar, 12 station |Miansemerck 30 30 mg Coated tablet Oral use
Close, EN6 1TL Hertfordshire, UK
Poland Jelfa S.A. Przedsigbiorstwo Mianserin 10 mg Coated tablet Oral use
Farmaceutyczne, Wincentego Pola 21
58-500 Jelenia Gora
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Poland Norton Healthcare Ltd., Albert Basin [Norserin 20 mg Coated tablet Oral use
Royal Docks, E 162QJ London, UK
Poland Norton Healthcare Ltd. Albert Basin ~ [Norserin 30 mg Coated tablet Oral use
Royal Docks, E 162QJ London, UK
Poland Norton Healthcare Ltd. Albert Basin  [Norserin 20 mg Coated tablet Oral use
Royal Docks, E 162QJ London, UK
Poland Organon N.V., P.O Box 20, Lerivon 30 mg Coated tablet Oral use
5340 BH Oss, NL
Poland Organon N.V., P.O Box 20, Lerivon 10 mg Coated tablet Oral use
5340 BH Oss, NL
Poland Organon N.V., P.O Box 20, Lerivon 60 mg Coated tablet Oral use
5340 BH Oss, NL
Portugal Organon Portuguesa - Produtos Tolvon 30 mg Coated tablet Oral use
Quimicos e Farmacéuticos, Lda.,
Avenida Conde de Valbom, n.° 30 - 2°
1069-037 Lisboa Portugal
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Slovak N.V. Organon , P.O.Box 20, NL - 5340(LERIVON 10 mg Tablet Oral use
Republic BH OSS
Slovak N.V. Organon , P.O.Box 20, NL - 5340|LERIVON 30 mg Tablet Oral use
Republic BH OSS
Slovak N.V. Organon , P.O.Box 20, NL - 5340|LERIVON 60 mg Tablet Oral use
Republic BH OSS
Slovenia SALUS Ljubljana, d.d., MaSera TOLVON 30 mg Film-coated tablet Oral use
Spasi¢eva ulica 10, SI-1000 Ljubljana,
Slovenia
Spain ORGANON ESPANOLA Ctra. LANTANON 10 mg Tablet Oral use
Hospitalet, 147-149 Cityparc Ronda de
Dalt, Edificio Amsterdam 08940,
Spain
Spain ORGANON ESPANOLA Ctra. LANTANON 30 mg Tablet Oral use
Hospitalet, 147-149 Cityparc Ronda de
Dalt, Edificio Amsterdam 08940,
Spain
Sweden McDermott Laboratories Ltd trading as|Mianserin Merck NM 10 mg Film-coated tablet Oral use
Gerard Laboratories 35/36 Baldoyle
Industrial Estate Grange Road Dublin
13 Irland (IRL)
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Sweden McDermott Laboratories Ltd trading as|Mianserin Merck NM 30 mg Film-coated tablet Oral use
Gerard Laboratories 35/36 Baldoyle
Industrial Estate Grange Road Dublin
13 Irland (IRL)
Sweden McDermott Laboratories Ltd trading as|Mianserin Merck NM 60 mg Film-coated tablet Oral use
Gerard Laboratories 35/36 Baldoyle
Industrial Estate Grange Road Dublin
13 Irland (IRL)
Sweden NV Organon P O Box 20 NL-5340 BH |Tolvon 10 mg Tablet Oral use
Oss Nederldnderna (NLD)
Sweden NV Organon P O Box 20 NL-5340 BH |Tolvon 30 mg Tablet Oral use
Oss Nederldnderna (NLD)
United Generics (UK) Limited; Albany Gate; |Mianserin 10mg Tablet Oral use
Kingdom Darkes Lane; Potters Bar, Herts EN6
1AG; UK
United Generics (UK) Limited; Albany Gate; |Mianserin 20mg Tablet Oral use
Kingdom Darkes Lane; Potters Bar, Herts EN6
1AG; UK
United Generics (UK) Limited; Albany Gate; |Mianserin 30mg Tablet Oral use
Kingdom Darkes Lane; Potters Bar, Herts EN6
1AG; UK
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United Norton Healthcare Limited; Ivax Quay;|Mianserin 10mg Tablet Oral use
Kingdom Albert Basin; Royal Docks; London
E16 2QJ; UK
United Norton Healthcare Limited; Ivax Quay;(Mianserin 20mg Tablet Oral use
Kingdom Albert Basin; Royal Docks; London
E16 2QJ; UK
United Norton Healthcare Limited; Ivax Quay;(Mianserin 30mg Tablet Oral use
Kingdom Albert Basin; Royal Docks; London
E16 2QJ; UK
MILNACIPRAN containing medicinal products with Marketing Authorisation in the European Union
Member State |Marketing Authorisation Holder Invented Name Strength Pharmaceutical form Route of administration
Austria Pierre Fabre Medicament, 45, Place Dalcipran 25mg-Kapseln (25mg Capsule, hard Oral use
Abel Gance, 92100 Boulogne, France
Austria Pierre Fabre Medicament, 45, Place Dalcipran 50mg-Kapseln [(50mg Capsule, hard Oral use
Abel Gance, 92100 Boulogne, France
Austria Pierre Fabre Medicament, 45, Place  |Ixel 25mg-Kapseln 25mg Capsule, hard Oral use
Abel Gance, 92100 Boulogne, France
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Austria Pierre Fabre Medicament, 45, Place  |Ixel 50mg-Kapseln 50mg Capsule, hard Oral use
Abel Gance, 92100 Boulogne, France
Czech PIERRE FABRE MEDICAMENT, DALCIPRAN 25MG 25 mg Capsule, hard Oral use
Republic BOULOGNE CEDEX, 45 place Abel
Gance, 921 00 Boulogne Cedex,
France
Czech PIERRE FABRE MEDICAMENT, DALCIPRAN 50MG 50 mg Capsule, hard Oral use
Republic BOULOGNE CEDEX, 45 place Abel
Gance, 921 00 Boulogne Cedex,
France
Czech PIERRE FABRE MEDICAMENT, IXEL 25MG 25 mg Capsule, hard Oral use
Republic BOULOGNE CEDEX, 45 place Abel
Gance, 921 00 Boulogne Cedex,
France
Czech PIERRE FABRE MEDICAMENT, IXEL 50MG 50 mg Capsule, hard Oral use
Republic BOULOGNE CEDEX, 45 place Abel
Gance, 921 00 Boulogne Cedex,
France
Estonia PIERRE FABRE MEDICAMENT IXEL 50mg Capsule, hard Oral use
S.A.45 Place Abel Gance92654
Boulogne Cedex, France
Finland Pierre Fabre Medicament, 45 Place Dalcipran 25 mg Capsule, hard Oral use
Abel Gance, 92654 BOULOGNE
CEDEX France
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Finland

Pierre Fabre Medicament, 45 Place
Abel Gance, 92654 BOULOGNE
CEDEX France

Dalcipran

50 mg

Capsule, hard

Oral use

Finland

Pierre Fabre Pharma Norden Ab,
Turebergs Torg 1, plan 2, 19147
SOLLENTUNA, Sweden

Ixel

25 mg

Capsule, hard

Oral use

Finland

Pierre Fabre Pharma Norden Ab,
Turebergs Torg 1, plan 2, 19147
SOLLENTUNA, Sweden

Ixel

50 mg

Capsule, hard

Oral use

France

Pierre Fabre Medicament
45 place Abel Gance
92654 Boulogne Cedex - France

IXEL

50 mg

Capsule, hard

Oral use

France

Pierre Fabre Medicament
45 place Abel Gance
92654 Boulogne Cedex - France

Milnacipran Pierre Fabre

25 mg

Capsule, hard

Oral use

France

Pierre Fabre Medicament
45 place Abel Gance
92654 Boulogne Cedex - France

Milnacipran Pierre Fabre

50 mg

Capsule, hard

Oral use

France

Pierre Fabre Medicament
45 place Abel Gance
92654 Boulogne Cedex- France

IXEL

25 mg

Capsule, hard

Oral use
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Latvia

Pierre Fabre Medicament, Place Abel
Gance 45

FR - 92654 Boulogne Cedex
FRANCE

Ixel 50 mg

50 mg

Capsule, hard

Oral use

Luxembourg

PIERRE FABRE MEDICAMENT,
BOULOGNE CEDEX, 45 place Abel
Gance, 921 00 Boulogne Cedex,
France

Dalcipran

25 mg

Capsule

Oral use

Luxembourg

PIERRE FABRE MEDICAMENT,
BOULOGNE CEDEX, 45 place Abel
Gance, 921 00 Boulogne Cedex,
France

Dalcipran

50 mg

Capsule

Oral use

Luxembourg

PIERRE FABRE MEDICAMENT,
BOULOGNE CEDEX, 45 place Abel
Gance, 921 00 Boulogne Cedex,
France

Ixel

25 mg

Capsule

Oral use

Luxembourg

PIERRE FABRE MEDICAMENT,
BOULOGNE CEDEX, 45 place Abel
Gance, 921 00 Boulogne Cedex,
France

Ixel

50 mg

Capsule

Oral use

Poland

Pierre Fabre Medicament, 45 Place
Abel Gance, 92654 Boulogne-Cedex,
France

Ixel 25

25 mg

Capsule, soft

Oral use

Poland

Pierre Fabre Medicament, 45 Place
Abel Gance, 92654 Boulogne-Cedex,
France

Ixel 50

50 mg

Capsule, soft

Oral use
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Poland Sanofi Synthelabo, 30-36 Dalcipran 50 50 mg Capsule, soft Oral use
AvenueGustave Eiffel, 37 100 Tours,
France

Poland Synthelabo Group. Laboratoires Dalcipran 25 25 mg Capsule, soft Oral use
Synthelabo, 22 Avenue Galilae
92 350 Le Plessis Robinson, France

Portugal Pierre Fabre Médicament Portugal, Ixel 25 mg Capsule, hard Oral use
Lda., Rua Rodrigo da Fonseca, n.°178 -
2° Esq. 1099-067 Lisboa Portugal

Portugal Pierre Fabre Médicament Portugal, Ixel 50 mg Capsule, hard Oral use
Lda., Rua Rodrigo da Fonseca, n.°178 -
2° Esq. 1099-067 Lisboa Portugal

Portugal Reprefar - Produtos Farmacg€uticos Dalcipran 25 mg Capsule, hard Oral use
Lda., Rua Rodrigo da Fonseca, n.° 178,
2° Esq 1099-067 Lisboa Portugal

Portugal Reprefar - Produtos Farmacéuticos Dalcipran 50 mg Capsule, hard Oral use
Lda., Rua Rodrigo da Fonseca, n.° 178,
2° Esq 1099-067 Lisboa Portugal

Slovak Pierre Fabre Medicament, 45, Place  |[IXEL 25mg 25mg Capsule, hard Oral use

Republic Abel Gance, F - 92 654 Boulogne
Cedex
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Slovak Pierre Fabre Medicament, 45, Place  |[IXEL 50mg 50mg Capsule, hard Oral use
Republic Abel Gance, F - 92 654 Boulogne
Cedex
MIRTAZAPINE containing medicinal products with Marketing Authorisation in the European Union
Member State (Marketing Authorisation Holder Invented Name Strength Pharmaceutical form Route of administration
Austria Alternova Arzneimitte]l GmbH, Mirtazapin “Alternova” |15mg Film-coated tablet Oral use
Grawatschgasse 4/14,1230 Wien 15mg-Filmtabletten
Austria Alternova Arzneimittel GmbH, Mirtazapin “Alternova”  [30mg Film-coated tablet Oral use
Grawatschgasse 4/14,1230 Wien 30mg-Filmtabletten
Austria Alternova Arzneimittel GmbH, Mirtazapin “Alternova”  [45mg Film-coated tablet Oral use
Grawatschgasse 4/14,1230 Wien 45mg-Filmtabletten
Austria Interpharm ProduktionsgmbH., Dr. Mirtaron 15mg- 15mg Film-coated tablet Oral use
Karl Lueger Ring 6, 1010 Wien, Filmtabletten
Austria
Austria Interpharm ProduktionsgmbH., Dr. Mirtaron 30mg- 30mg Film-coated tablet Oral use
Karl Lueger Ring 6, 1010 Wien, Filmtabletten
Austria
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Austria Interpharm ProduktionsgmbH., Dr. Mirtaron 45mg- 45mg Film-coated tablet Oral use
Karl Lueger Ring 6, 1010 Wien, Filmtabletten
Austria
Austria Lannacher Heilmittel GmbH, Mirtel 15mg- 15mg Film-coated tablet Oral use
SchloBplatz 1, 8502 Lannach, Austria |Filmtabletten
Austria Lannacher Heilmittel GmbH, Mirtel 30mg- 30mg Film-coated tablet Oral use
SchloBplatz 1, 8502 Lannach, Austria |Filmtabletten
Austria Lannacher Heilmittel GmbH, Mirtel 45mg- 45mg Film-coated tablet Oral use
SchloBplatz 1, 8502 Lannach, Austria |Filmtabletten
Austria Organon Ges.m.b.H., Remeron 15mg- 15mg Film-coated tablet Oral use
Siebenbrunnengasse 21, 1050 Wien, |Filmtabletten
Austria
Austria Organon Ges.m.b.H., Remeron 30mg- 30mg Film-coated tablet Oral use
Siebenbrunnengasse 21, 1050 Wien, |Filmtabletten
Austria
Austria Organon Ges.m.b.H., Remeron 45mg- 45mg Film-coated tablet Oral use
Siebenbrunnengasse 21, 1050 Wien, |Filmtabletten
Austria
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Austria Organon Ges.m.b.H., Remeron 3mg/ml- 3mg/ml Concentrate for solution for  |Intravenous use
Siebenbrunnengasse 21, 1050 Wien, |Konzentrat zur infusion
Austria Herstellung einer

Infusionslosung

Austria Organon Ges.m.b.H., Remeron 15mg/ml- 15mg/ml Oral solution Oral use
Siebenbrunnengasse 21, 1050 Wien, |Losung zum Einnehmen
Austria

Austria Organon Ges.m.b.H., Remeron SolTab 15mg- [15mg Tablet Oral use
Siebenbrunnengasse 21, 1050 Wien, [Schmelztabletten
Austria

Austria Organon Ges.m.b.H., Remeron SolTab 30mg- |30mg Tablet Oral use
Siebenbrunnengasse 21, 1050 Wien, [Schmelztabletten
Austria

Austria Organon Ges.m.b.H., Remeron SolTab 45mg- [45mg Tablet Oral use
Siebenbrunnengasse 21, 1050 Wien, [Schmelztabletten
Austria

Austria Ratiopharm Arzneimittel Vertriebs Mirtabene 30mg- 30mg Film-coated tablet Oral use
Ges.m.b.H., Albert Schweitzer-Gasse |Filmtabletten
3, 1140 Wien, Austria

Austria Ratiopharm Arzneimittel Vertriebs Mirtabene ,,ratiopharm®  (30mg Film-coated tablet Oral use
Ges.m.b.H., Albert Schweitzer-Gasse [30mg-Filmtabletten
3, 1140 Wien, Austria

CHMP/117014/2005 315/573 ©EMEA 2005




Member State (Marketing Authorisation Holder Invented Name Strength Pharmaceutical form Route of administration
Austria Ratiopharm Arzneimittel Vertriebs Mirtabene ,,ratiopharm®  [45mg Film-coated tablet Oral use
Ges.m.b.H., Albert Schweitzer-Gasse |45mg-Filmtabletten
3, 1140 Wien, Austria
Belgium BEXAL S.A. Avenue de Tervuren 36 |Mirtazapine Bexal 15 mg Film-coated tablet Oral use
b9 1040 BRUXELLES, Belgium
Belgium BEXAL S.A. Avenue de Tervuren 36 |Mirtazapine Bexal 30 mg Film-coated tablet Oral use
b9 1040 BRUXELLES, Belgium
Belgium BEXAL S.A. Avenue de Tervuren 36 |Mirtazapine Bexal 45 mg Film-coated tablet Oral use
b9 1040 BRUXELLES, Belgium
Belgium DOCPHARMA N.V. Ambachtenlaan |Doc Mirtazapine 30 mg Film-coated tablet Oral use
13 H 3001 HEVERLEE, Belgium
Belgium EUROGENERICS N.V.Heizel Mirtazapine EG 15 mg Film-coated tablet Oral use
Esplanade B 22 1020 BRUSSEL,
Belgium
Belgium EUROGENERICS N.V.Heizel Mirtazapine EG 30 mg Film-coated tablet Oral use
Esplanade B 22 1020 BRUSSEL,
Belgium
CHMP/117014/2005 316/573 ©EMEA 2005




Member State (Marketing Authorisation Holder Invented Name Strength Pharmaceutical form Route of administration
Belgium EUROGENERICS N.V .Heizel Mirtazapine EG 45 mg Film-coated tablet Oral use
Esplanade B 22 1020 BRUSSEL,
Belgium
Belgium MERCK N.V. Brusselsesteenweg 288 |Merck Mirtazapine 15 mg Film-coated tablet Oral use
3090 OVERIJSE, Belgium
Belgium MERCK N.V. Brusselsesteenweg 288 |Merck Mirtazapine 30 mg Film-coated tablet Oral use
3090 OVERIJSE, Belgium
Belgium MERCK N.V. Brusselsesteenweg 288 |[Merck Mirtazapine 45 mg Film-coated tablet Oral use
3090 OVERIJSE, Belgium
Belgium ORGANON BELGIE Remergon Drank 15 mg/ml Oral solution Oral use
Terhulpsesteenweg 166 1070
BRUSSEL, Belgium
Belgium ORGANON EUROPE B.V. Remergon 15 mg Tablet Oral use
Kloosterstraat 6 5349 AB OSS The
Netherlands
Belgium ORGANON EUROPE B.V. Remergon 30 mg Tablet Oral use
Kloosterstraat 6 5349 AB OSS The
Netherlands
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Belgium ORGANON EUROPE B.V. Remergon 45 mg Tablet Oral use
Kloosterstraat 6 5349 AB OSS The
Netherlands
Belgium ORGANON EUROPE B.V. Remergon soltab 15 mg Orodispersible tablet Oral use
Kloosterstraat 6 5349 AB OSS The
Netherlands
Belgium ORGANON EUROPE B.V. Remergon soltab 30 mg Orodispersible tablet Oral use
Kloosterstraat 6 5349 AB OSS The
Netherlands
Belgium ORGANON EUROPE B.V. Remergon soltab 45 mg Orodispersible tablet Oral use
Kloosterstraat 6 5349 AB OSS The
Netherlands
Belgium RATIOPHARM S.A. Rue St, Lambert |[Mirtazapine Ratiopharm |30 mg Film-coated tablet Oral use
141 1200 BRUXELLES, Belgium
Belgium SANDOZ N.V. Medialaan 40 1800 |Mirtazapine Sandoz 15 mg Film-coated tablet Oral use
VILVOORDE, Belgium
Belgium SANDOZ N.V. Medialaan 40 1800 |Mirtazapine Sandoz 30 mg Film-coated tablet Oral use
VILVOORDE, Belgium
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Czech N.V.ORGANON, OSS Remeron Soltab 15mg 15 mg Orodispersible tablet Oral use
Republic PO Box 20,5340 BH Oss, Netherlands
Czech N.V.ORGANON, OSS Remeron Soltab 30mg 30 mg Orodispersible tablet Oral use
Republic PO Box 20,5340 BH Oss, Netherlands
Czech N.V.ORGANON, OSS Remeron Soltab 45mg 45 mg Orodispersible tablet Oral use
Republic PO Box 20,5340 BH Oss, Netherlands
Czech N.V.ORGANON, OSS Remeron 15 mg 15 mg Coated tablet Oral use
Republic PO Box 20,5340 BH Oss, Netherlands
Czech N.V.ORGANON, OSS Remeron 30 mg 30 mg Coated tablet Oral use
Republic PO Box 20,5340 BH Oss, Netherlands
Czech N.V.ORGANON, OSS Remeron 45 mg 45 mg Coated tablet Oral use
Republic PO Box 20,5340 BH Oss, Netherlands
Czech ZENTIVA AS., 102 37 PRAHA Esprital 15 15 mg Film-coated tablet Oral use
Republic U Kabelovny 130, Dolni Mécholupy,
Czech Republic
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Czech ZENTIVA A.S., 102 37 PRAHA Esprital 30 30 mg Film-coated tablet Oral use
Republic U Kabelovny 130, Dolni Mécholupy,
Czech Republic
Czech ZENTIVA A.S., 102 37 PRAHA Esprital 45 45 mg Film-coated tablet Oral use
Republic U Kabelovny 130, Dolni Mécholupy,
Czech Republic
Denmark Alternova A/S, Industriparken 25, DK- |[Mirtazapin "Alternova" |15 mg Film-coated tablet Oral use
2750 Ballerup, Denmark
Denmark Alternova A/S, Industriparken 25, DK- |Mirtazapin "Alternova" (30 mg Film-coated tablet Oral use
2750 Ballerup, Denmark
Denmark Alternova A/S, Industriparken 25, DK- |[Mirtazapin "Alternova" |45 mg Film-coated tablet Oral use
2750 Ballerup, Denmark
Denmark Arrow Generics Limited, Unit 2, Mirtazapin "Arrow" 15 mg Film-coated tablet Oral use
Eastman Way, SG14SZ Hertfordshire,
GB
Denmark Arrow Generics Limited, Unit 2, Mirtazapin "Arrow" 30 mg Film-coated tablet Oral use
Eastman Way, SG14SZ Hertfordshire,
GB
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Denmark Arrow Generics Limited, Unit 2, Mirtazapin "Arrow" 45 mg Film-coated tablet Oral use
Eastman Way, SG14SZ Hertfordshire,
GB

Denmark Combino Pharm S.L., C/Fructuos Mirtazapin "Combino 15 mg Film-coated tablet Oral use
Gelabert 6-8, ES-08970 Sant Joan, Pharm"
Despi, Barc, Spain

Denmark Combino Pharm S.L., C/Fructuos Mirtazapin "Combino 30 mg Film-coated tablet Oral use
Gelabert 6-8, ES-08970 Sant Joan, Pharm"
Despi, Barc, Spain

Denmark Combino Pharm S.L., C/Fructuos Mirtazapin "Combino 45 mg Film-coated tablet Oral use
Gelabert 6-8, ES-08970 Sant Joan, Pharm"
Despi, Barc, Spain

Denmark Durascan Medical Products A/S, C. F. |Arintapin 15 mg Film-coated tablet Oral use
Tietgens Boulevard 40, DK-5220
Odense SO, Denmark

Denmark Durascan Medical Products A/S, C. F. |Arintapin 30 mg Film-coated tablet Oral use
Tietgens Boulevard 40, DK-5220
Odense SO, Denmark

Denmark Durascan Medical Products A/S, C. F. |Arintapin 45 mg Film-coated tablet Oral use
Tietgens Boulevard 40, DK-5220
Odense SO, Denmark
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Denmark HEXAL A/S, Kanalholmen 8-12, DK- [Mirtazapin "HEXAL" 15 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Mirtazapin "HEXAL" 30 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Mirtazapin "HEXAL" 45 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Denmark Imi Pharma AS, Literbuen 9, DK-2740 [Remeron 15 mg/ml Oral soulution Oral use
Skovlunde, Denmark
Denmark Lichtenstein Pharmazeutica GmbH, Mirtazapin "Lichtenstein" |15 mg Film-coated tablet Oral use
Industriestrasse 10, D-56218 Mulheim-
Karlich, Germany
Denmark Lichtenstein Pharmazeutica GmbH, Mirtazapin "Lichtenstein" (30 mg Film-coated tablet Oral use
Industriestrasse 10, D-56218 Mulheim-
Karlich, Germany
Denmark Lichtenstein Pharmazeutica GmbH, Mirtazapin "Lichtenstein" [45 mg Film-coated tablet Oral use
Industriestrasse 10, D-56218 Mulheim-
Karlich, Germany
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Denmark N.V. Organon, P.O. Box 20, Oss, Remeron Smelt 15 mg Oral lyophilisate Oral use
Netherland
Denmark N.V. Organon, P.O. Box 20, Oss, Remeron Smelt 30 mg Oral lyophilisate Oral use
Netherland
Denmark N.V. Organon, P.O. Box 20, Oss, Remeron Smelt 45 mg Oral lyophilisate Oral use
Netherland
Denmark Neuraxpharm Arzneimittel GmbH, Mirtazapin 15 mg Film-coated tablet Oral use
Elisabeth-Selbert-Strasse 23, D-40764 |"Neuraxpharm"
Langenfeld, Germany
Denmark Neuraxpharm Arzneimittel GmbH, Mirtazapin 30 mg Film-coated tablet Oral use
Elisabeth-Selbert-Strasse 23, D-40764 |"Neuraxpharm"
Langenfeld, Germany
Denmark Neuraxpharm Arzneimittel GmbH, Mirtazapin 45 mg Film-coated tablet Oral use
Elisabeth-Selbert-Strasse 23, D-40764 |"Neuraxpharm"
Langenfeld, Germany
Denmark Ratiopharm GmbH, Graf-Arco-Strasse |Mirtazapin "Ratiopharm" (30 mg Film-coated tablet Oral use
3, D-89079 Ulm, Germany
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Denmark Sandoz GmbH, Biochemiestrasse 10, [Mirtazapin "Sandoz" 30 mg Film-coated tablet Oral use
A-6250 Kundl, Austria
Denmark Sandoz GmbH, Biochemiestrasse 10, [Mirtazapin "Sandoz" 45 mg Film-coated tablet Oral use
A-6250 Kundl, Austria
Denmark Stada Arzneimittel AG, Staclastrasse [Combar 15 mg Film-coated tablet Oral use
2-18, D-61118 Bad Vibel, Germany
Denmark Stada Arzneimittel AG, Staclastrasse |Combar 30 mg Film-coated tablet Oral use
2-18, D-61118 Bad Vibel, Germany
Denmark Stada Arzneimittel AG, Staclastrasse [Combar 45 mg Film-coated tablet Oral use
2-18, D-61118 Bad Vibel, Germany
Denmark Stada Arzneimittel AG, Staclastrasse |Zicomber 15 mg Film-coated tablet Oral use
2-18, D-61118 Bad Vibel, Germany
Denmark Stada Arzneimittel AG, Staclastrasse |[Zicomber 30 mg Film-coated tablet Oral use
2-18, D-61118 Bad Vibel, Germany
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Denmark Stada Arzneimittel AG, Staclastrasse |Zicomber 45 mg Film-coated tablet Oral use
2-18, D-61118 Bad Vibel, Germany
Denmark Winthrop Arzneimittel GmbH, Mirtalich 30 mg Film-coated tablet Oral use
Industriestrasse 10, D-56218 Mulheim-
Karlich, Germany
Denmark Winthrop Arzneimittel GmbH, Mirtalich 15 mg Film-coated tablet Oral use
Industriestrasse 10, D-56218 Mulheim-
Karlich, Germany
Denmark Winthrop Arzneimittel GmbH, Mirtalich 45 mg Film-coated tablet Oral use
Industriestrasse 10, D-56218 Mulheim-
Karlich, Germany
Estonia N.V. ORGANON Kloosterstraat REMERON SOLTAB 15mg Orodispersible tablet Oral use
6P.0.Box 205340 BH OssHolland
Estonia N.V. ORGANON Kloosterstraat REMERON SOLTAB 30mg Orodispersible tablet Oral use
6P.0.Box 205340 BH OssHolland
Estonia N.V. ORGANON Kloosterstraat REMERON SOLTAB 45mg Orodispersible tablet Oral use
6P.0.Box 205340 BH OssHolland
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Estonia N.V. ORGANON Kloosterstraat REMERON 30mg Tablet Oral use
6P.0.Box 205340 BH OssHolland
Estonia N.V. ORGANON Kloosterstraat REMERON 15mg Tablet Oral use
6P.0.Box 205340 BH OssHolland
Estonia N.V. ORGANON Kloosterstraat REMERON 45mg Tablet Oral use
6P.0.Box 205340 BH OssHolland
Finland Actavis Nordic A/S, Hammervej 7, Mirtazapin Actavis 15 mg Film-coated tablet Oral use
HORSHOLM 2970, Denmark
Finland Actavis Nordic A/S, Hammervej 7, Mirtazapin Actavis 30 mg Film-coated tablet Oral use
HORSHOLM 2970, Denmark
Finland Actavis Nordic A/S, Hammervej 7, Mirtazapin Actavis 45 mg Film-coated tablet Oral use
HORSHOLM 2970, Denmark
Finland Alfred E. Tiefenbacher GmbH & Co. |Arintapin 15 mg Film-coated tablet Oral use
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany
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Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Arintapin

30 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Arintapin

45 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Hexazipin

15 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Hexazipin

30 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Hexazipin

45 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Loxozapin

15 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Loxozapin

30 mg

Film-coated tablet

Oral use
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Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Loxozapin

45 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Medizapin

15 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Medizapin

30 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Medizapin

45 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Mirtachem

15 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Mirtachem

30 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Mirtachem

45 mg

Film-coated tablet

Oral use
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Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Mirtacur

15 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Mirtacur

30 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Mirtacur

45 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Mirtamed

15 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Mirtamed

30 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Mirtamed

45 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Mirtatifi

15 mg

Film-coated tablet

Oral use
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Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Mirtatifi

30 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Mirtatifi

45 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Mirtoral

15 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Mirtoral

30 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Mirtoral

45 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Tirzamed

15 mg

Film-coated tablet

Oral use

Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Tirzamed

30 mg

Film-coated tablet

Oral use
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Finland

Alfred E. Tiefenbacher GmbH & Co.
KG, Van-der-Smissen-Strasse 1, 22767
HAMBURG, Germany

Tirzamed

45 mg

Film-coated tablet

Oral use

Finland

Alpharma ApS, Dalslandsgade 11, P.B
1736, 2300 COPENHAGEN S,
Denmark

Mirtazapin Alpharma

15 mg

Film-coated tablet

Oral use

Finland

Alpharma ApS, Dalslandsgade 11, P.B
1736, 2300 COPENHAGEN S,
Denmark

Mirtazapin Alpharma

30 mg

Film-coated tablet

Oral use

Finland

Alpharma ApS, Dalslandsgade 11, P.B
1736, 2300 COPENHAGEN S,
Denmark

Mirtazapin Alpharma

45 mg

Film-coated tablet

Oral use

Finland

APS/Berk/Approved Prescription
Service, Brampton Road, Hampden
Park ,Eastbourne, East Sussex BN 22 9
AG, United Kingdom

Mirtatsapiini APS Limited|15 mg

Orodispersible tablet

Oral use

Finland

APS/Berk/Approved Prescription
Service, Brampton Road, Hampden
Park ,Eastbourne, East Sussex BN 22 9
AG, United Kingdom

Mirtatsapiini APS Limited|30 mg

Orodispersible tablet

Oral use

Finland

APS/Berk/Approved Prescription
Service, Brampton Road, Hampden
Park ,Eastbourne, East Sussex BN 22 9
AG, United Kingdom

Mirtatsapiini APS Limited|45 mg

Orodispersible tablet

Oral use
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Finland Ct-Arzneimittel GmbH, Lengeder Mirtazapine KRKA 15 mg Film-coated tablet Oral use
Strasse 42, 13407 BERLIN, Germany
Finland Ct-Arzneimittel GmbH, Lengeder Mirtazapine KRKA 30 mg Film-coated tablet Oral use
Strasse 42, 13407 BERLIN, Germany
Finland Ct-Arzneimittel GmbH, Lengeder Mirtazapine KRKA 45 mg Film-coated tablet Oral use
Strasse 42, 13407 BERLIN, Germany
Finland Ennapharma Oy, Vanhankylantie 44 B, |Mirtatsapiini Ennapharma (15 mg Film-coated tablet Oral use
Post Box 152, 04401 Jarvenpaa,
Finland
Finland Ennapharma Oy, Vanhankyléntie 44 B,|Mirtatsapiini Ennapharma (30 mg Film-coated tablet Oral use
Post Box 152, 04401 Jarvenpéa,
Finland
Finland Ennapharma Oy, Vanhankyléntie 44 B,|Mirtatsapiini Ennapharma (45 mg Film-coated tablet Oral use
Post Box 152, 04401 Jarvenpaa,
Finland
Finland Generics (UK) Limited, Station Close, |Alphamirt 15 mg Film-coated tablet Oral use
Potters Bar, HERTFORDSHIRE
EN61TL, United Kingdom
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Finland

Generics (UK) Limited, Station Close,
Potters Bar, HERTFORDSHIRE
EN61TL, United Kingdom

Alphamirt

30 mg

Film-coated tablet

Oral use

Finland

Generics (UK) Limited, Station Close,
Potters Bar, HERTFORDSHIRE
EN61TL, United Kingdom

Alphamirt

45 mg

Film-coated tablet

Oral use

Finland

Generics (UK) Limited, Station Close,
Potters Bar, HERTFORDSHIRE
EN61TL, United Kingdom

Alphazagen

15 mg

Film-coated tablet

Oral use

Finland

Generics (UK) Limited, Station Close,
Potters Bar, HERTFORDSHIRE
EN61TL, United Kingdom

Alphazagen

30 mg

Film-coated tablet

Oral use

Finland

Generics (UK) Limited, Station Close,
Potters Bar, HERTFORDSHIRE
EN61TL, United Kingdom

Alphazagen

45 mg

Film-coated tablet

Oral use

Finland

Generics (UK) Limited, Station Close,
Potters Bar, HERTFORDSHIRE
ENG61TL, United Kingdom

Genamirt

30 mg

Film-coated tablet

Oral use

Finland

Generics (UK) Limited, Station Close,
Potters Bar, HERTFORDSHIRE
ENG61TL, United Kingdom

Mirtalphagen

30 mg

Film-coated tablet

Oral use
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Finland

Generics (UK) Limited, Station Close,
Potters Bar, HERTFORDSHIRE
EN61TL, United Kingdom

Mirtamerck

15 mg

Film-coated tablet

Oral use

Finland

Generics (UK) Limited, Station Close,
Potters Bar, HERTFORDSHIRE
EN61TL, United Kingdom

Mirtamerck

30 mg

Film-coated tablet

Oral use

Finland

Generics (UK) Limited, Station Close,
Potters Bar, HERTFORDSHIRE
EN61TL, United Kingdom

Mirtamerck

45 mg

Film-coated tablet

Oral use

Finland

Generics (UK) Limited, Station Close,
Potters Bar, HERTFORDSHIRE
EN61TL, United Kingdom

Mirtapin Merck Generics |15 mg

Film-coated tablet

Oral use

Finland

Generics (UK) Limited, Station Close,
Potters Bar, HERTFORDSHIRE
EN61TL, United Kingdom

Mirtapin Merck Generics (30 mg

Film-coated tablet

Oral use

Finland

Generics (UK) Limited, Station Close,
Potters Bar, HERTFORDSHIRE
ENG61TL, United Kingdom

Mirtapin Merck Generics |45 mg

Film-coated tablet

Oral use

Finland

Generics (UK) Limited, Station Close,
Potters Bar, HERTFORDSHIRE
ENG61TL, United Kingdom

Mirtazapin Generics

15 mg

Film-coated tablet

Oral use
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Finland Generics (UK) Limited, Station Close, |Mirtazapin Generics 30 mg Film-coated tablet Oral use
Potters Bar, HERTFORDSHIRE
EN61TL, United Kingdom

Finland Generics (UK) Limited, Station Close, |Mirtazapin Generics 45 mg Film-coated tablet Oral use
Potters Bar, HERTFORDSHIRE
EN61TL, United Kingdom

Finland Hexal AG, Industriestrasse 25, 83607 |Mirtazapin Hexal 15 mg Film-coated tablet Oral use
HOLZKIRCHEN, Germany

Finland Hexal AG, Industriestrasse 25, 83607 |Mirtazapin Hexal 30 mg Film-coated tablet Oral use
HOLZKIRCHEN, Germany

Finland Hexal AG, Industriestrasse 25, 83607 |Mirtazapin Hexal 45 mg Film-coated tablet Oral use
HOLZKIRCHEN, Germany

Finland Kéri Pharma Ltd., 4032-Debrecen, Mirtadepi 15 mg Film-coated tablet Oral use
Bartha Boldizsar u.7, Hungary

Finland Kéri Pharma Ltd., 4032-Debrecen, Mirtadepi 30 mg Film-coated tablet Oral use
Bartha Boldizsar u.7, Hungary
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Finland

Kéri Pharma Ltd., 4032-Debrecen,
Bartha Boldizsar u.7, Hungary

Mirtadepi

45 mg

Film-coated tablet

Oral use

Finland

KRKA Pharma Dublin Limited, 1
Stokes Place, St. Stephen's Green, 2
Dublin, Ireland

Mirtaril

15 mg

Film-coated tablet

Oral use

Finland

KRKA Pharma Dublin Limited, 1
Stokes Place, St. Stephen's Green, 2
Dublin, Ireland

Mirtaril

30 mg

Film-coated tablet

Oral use

Finland

KRKA Pharma Dublin Limited, 1
Stokes Place, St. Stephen's Green, 2
Dublin, Ireland

Mirtaril

45 mg

Film-coated tablet

Oral use

Finland

Lannacher Heilmittel GmbH,
Schlossplatz 1, 8502 LANNACH,
Austria

Mirtazapin Lannacher

15 mg

Film-coated tablet

Oral use

Finland

Lannacher Heilmittel GmbH,
Schlossplatz 1, 8502 LANNACH,
Austria

Mirtazapin Lannacher

30 mg

Film-coated tablet

Oral use

Finland

Lannacher Heilmittel GmbH,
Schlossplatz 1, 8502 LANNACH,
Austria

Mirtazapin Lannacher

45 mg

Film-coated tablet

Oral use
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Finland N.V.Organon, Kloosterstraat 6, Remeron 15 mg Film-coated tablet Oral use
P.0.BOX 20, 5340, the Netherlands
Finland N.V.Organon, Kloosterstraat 6, Remeron 30 mg Film-coated tablet Oral use
P.0.BOX 20, 5340, the Netherlands
Finland N.V.Organon, Kloosterstraat 6, Remeron 45 mg Film-coated tablet Oral use
P.0.BOX 20, 5340, the Netherlands
Finland N.V.Organon, Kloosterstraat 6, Remeron 15 mg/ml Oral solution Oral use
P.0.BOX 20, 5340, the Netherlands
Finland N.V.Organon, Kloosterstraat 6, Remeron Soltab 15 mg Orodispersible tablet Oral use
P.0.BOX 20, 5340, the Netherlands
Finland N.V.Organon, Kloosterstraat 6, Remeron Soltab 30 mg Orodispersible tablet Oral use
P.0.BOX 20, 5340, the Netherlands
Finland N.V.Organon, Kloosterstraat 6, Remeron Soltab 45 mg Orodispersible tablet Oral use
P.0.BOX 20, 5340, the Netherlands
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Finland

Organon Oy Ab, Maistraatinportti 2,
Post Box 101, 00241 Helsinki, Finland

Mirtazon

30 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Finmirtaza

15 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Finmirtaza

30 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Finmirtaza

45 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Finpharma

15 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Finpharma

30 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Finpharma

45 mg

Film-coated tablet

Oral use
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Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Finscope

15 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Finscope

30 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Finscope

45 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Mirtapharm

15 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Mirtapharm

30 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Mirtapharm

45 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Mirtascope

15 mg

Film-coated tablet

Oral use
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Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Mirtascope

30 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Mirtascope

45 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Mirtasole

15 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Mirtasole

30 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Mirtasole

45 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Pharmasole

15 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Pharmasole

30 mg

Film-coated tablet

Oral use
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Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Pharmasole

45 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Pharmazapine

15 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Pharmazapine

30 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Pharmazapine

45 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Tarzapine

15 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Tarzapine

30 mg

Film-coated tablet

Oral use

Finland

Pharmascope Ltd., Unit 107,
Ashbourne Industrial Estate, CO.
MEATH, Ireland

Tarzapine

45 mg

Film-coated tablet

Oral use
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Finland Pharmascope Ltd., Unit 107, Tazascope 15 mg Film-coated tablet Oral use
Ashbourne Industrial Estate, CO.
MEATH, Ireland
Finland Pharmascope Ltd., Unit 107, Tazascope 30 mg Film-coated tablet Oral use
Ashbourne Industrial Estate, CO.
MEATH, Ireland
Finland Pharmascope Ltd., Unit 107, Tazascope 45 mg Film-coated tablet Oral use
Ashbourne Industrial Estate, CO.
MEATH, Ireland
Finland Ratiopharm GmbH, Graf-Arco-Strasse |Mirtaratio 15 mg Film-coated tablet Oral use
3, 89070 ULM, Germany
Finland Ratiopharm GmbH, Graf-Arco-Strasse |Mirtaratio 30 mg Film-coated tablet Oral use
3, 89070 ULM, Germany
Finland Ratiopharm GmbH, Graf-Arco-Strasse |Mirtaratio 45 mg Film-coated tablet Oral use
3, 89070 ULM, Germany
Finland Ratiopharm GmbH, Graf-Arco-Strasse |Mirtazapin Ratio 15 mg Film-coated tablet Oral use
3, 89070 ULM, Germany
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Finland Ratiopharm GmbH, Graf-Arco-Strasse |Mirtazapin Ratio 30 mg Film-coated tablet Oral use
3, 89070 ULM, Germany
Finland Ratiopharm GmbH, Graf-Arco-Strasse |Mirtazapin Ratio 45 mg Film-coated tablet Oral use
3, 89070 ULM, Germany
Finland Ratiopharm GmbH, Graf-Arco-Strasse |Mirtazapin Ratiopharm |15 mg Film-coated tablet Oral use
3, 89070 ULM, Germany
Finland Ratiopharm GmbH, Graf-Arco-Strasse |Mirtazapin Ratiopharm 30 mg Film-coated tablet Oral use
3, 89070 ULM, Germany
Finland Ratiopharm GmbH, Graf-Arco-Strasse |Mirtazapin Ratiopharm |45 mg Film-coated tablet Oral use
3, 89070 ULM, Germany
Finland Ratiopharm GmbH, Graf-Arco-Strasse |Mirzaten 15 mg Film-coated tablet Oral use
3, 89070 ULM, Germany
Finland Ratiopharm GmbH, Graf-Arco-Strasse |Mirzaten 30 mg Film-coated tablet Oral use
3, 89070 ULM, Germany
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Finland Ratiopharm GmbH, Graf-Arco-Strasse |Mirzaten 45 mg Film-coated tablet Oral use
3, 89070 ULM, Germany
Finland Sandoz GmbH, Biochemiestrasse 10, |Mirtazapin Sandoz 15 mg Film-coated tablet Oral use
6250 KUNDL, Austria
Finland Sandoz GmbH, Biochemiestrasse 10, |Mirtazapin Sandoz 30 mg Film-coated tablet Oral use
6250 KUNDL, Austria
Finland Sandoz GmbH, Biochemiestrasse 10, |Mirtazapin Sandoz 45 mg Film-coated tablet Oral use
6250 KUNDL, Austria
Finland Stada Arzneimittel AG, Stadastrasse 2 |Mirtastada 15 mg Film-coated tablet Oral use
- 18, 61118 BAD VILBEL, Germany
Finland Stada Arzneimittel AG, Stadastrasse 2 |Mirtastada 30 mg Film-coated tablet Oral use
- 18, 61118 BAD VILBEL, Germany
Finland Stada Arzneimittel AG, Stadastrasse 2 [Mirtastada 45 mg Film-coated tablet Oral use
- 18, 61118 BAD VILBEL, Germany
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Finland Stada Arzneimittel AG, Stadastrasse 2 |Mirtazapine Stada 15 mg Film-coated tablet Oral use
- 18, 61118 BAD VILBEL, Germany

Finland Stada Arzneimittel AG, Stadastrasse 2 |Mirtazapine Stada 30 mg Film-coated tablet Oral use
- 18, 61118 BAD VILBEL, Germany

Finland Stada Arzneimittel AG, Stadastrasse 2 |Mirtazapine Stada 45 mg Film-coated tablet Oral use
- 18, 61118 BAD VILBEL, Germany

Finland Teva Pharma B.V. Industrieweg 23,  [Mirtatsapiini Teva 15 mg Orodispersible tablet Oral use
P.0.BOX 217, 3640 AE MIJDRECHT,
the Netherlands

Finland Teva Pharma B.V. Industrieweg 23,  |Mirtatsapiini Teva 30 mg Orodispersible tablet Oral use
P.0.BOX 217, 3640 AE MIJDRECHT,
the Netherlands

Finland Teva Pharma B.V. Industrieweg 23,  |Mirtatsapiini Teva 45 mg Orodispersible tablet Oral use
P.0.BOX 217, 3640 AE MIJDRECHT,
the Netherlands

France ORGANON NORSET 15 mg Film-coated tablet Oral use
10 Rue Godefroy
Immeuble Optima
92821 Puteaux cedex - France
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France

ORGANON

10 Rue Godefroy

Immeuble Optima

92821 Puteaux cedex - France

NORSET

15 mg

Orodispersible tablet

Oral use

France

ORGANON

10 Rue Godefroy

Immeuble Optima

92821 Puteaux cedex - France

NORSET

15 mg/ml

Oral solution

Oral use

France

ORGANON

10 Rue Godefroy

Immeuble Optima

92821 Puteaux cedex - France

NORSET

30 mg

Orodispersible tablet

Oral use

France

ORGANON

10 Rue Godefroy

Immeuble Optima

92821 Puteaux cedex - France

NORSET

30 mg

Film-coated tablet

Oral use

France

ORGANON

10 Rue Godefroy

Immeuble Optima

92821 Puteaux cedex - France

NORSET

45 mg

Orodispersible tablet

Oral use

Germany

AbZ-Pharma
Graf-Arco-Str. 3
D-89079 Ulm

Mirtazapin AbZ 15 mg
Filmtabletten

15.45mg

Film-coated tablet

Oral use

Germany

AbZ-Pharma
Graf-Arco-Str. 3
D-89079 Ulm

Mirtazapin AbZ 30 mg
Filmtabletten

30.90mg

Film-coated tablet

Oral use
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Germany AbZ-Pharma Mirtazapin AbZ 45 mg  [46.35mg Film-coated tablet Oral use
Graf-Arco-Str. 3 Filmtabletten
D-89079 Ulm

Germany Alfred E.Tiefenbacher GmbH & Co. |Loxozapin 15 mg 15 mg Film-coated tablet Oral use
Van-der-Smissen-Str. 1 Filmtabletten
D-22767 Hamburg

Germany Alfred E.Tiefenbacher GmbH & Co. |Loxozapin 30 mg 30 mg Film-coated tablet Oral use
Van-der-Smissen-Str. 1 Filmtabletten
D-22767 Hamburg

Germany Alfred E.Tiefenbacher GmbH & Co. |Loxozapin 45 mg 45 mg Film-coated tablet Oral use
Van-der-Smissen-Str. 1 Filmtabletten
D-22767 Hamburg

Germany Aliud Pharma GmbH & Co.KG Mirtazapin AL 15 mg 15 mg Film-coated tablet Oral use
Postfach 1380 Filmtabletten
D-89146 Laichingen

Germany Aliud Pharma GmbH & Co.KG Mirtazapin AL 30 mg 30 mg Film-coated tablet Oral use
Postfach 1380 Filmtabletten
D-89146 Laichingen

Germany Aliud Pharma GmbH & Co.KG Mirtazapin AL 45 mg 45 mg Film-coated tablet Oral use
Postfach 1380 Filmtabletten
D-89146 Laichingen
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Germany Alpharma-ISIS GmbH & Co. KG MIRTAZAPIN-ISIS 15 |15 mg Film-coated tablet Oral use
Elisabeth-Selbert-Str. 1 mg Filmtabletten
D-40764 Langenfeld

Germany Alpharma-ISIS GmbH & Co. KG MIRTAZAPIN-ISIS 30 |30 mg Film-coated tablet Oral use
Elisabeth-Selbert-Str. 1 mg Filmtabletten
D-40764 Langenfeld

Germany Alpharma-ISIS GmbH & Co. KG MIRTAZAPIN-ISIS 45 |45 mg Film-coated tablet Oral use
Elisabeth-Selbert-Str. 1 mg Filmtabletten
D-40764 Langenfeld

Germany AWD.pharma GmbH & Co. KG Mirtazapin AWD 15 mg |15 mg Film-coated tablet Oral use
Leipziger Str. 7-13 Filmtabletten
D-01097 Dresden

Germany AWD.pharma GmbH & Co. KG Mirtazapin AWD 30 mg (30 mg Film-coated tablet Oral use
Leipziger Str. 7-13 Filmtabletten
D-01097 Dresden

Germany AWD.pharma GmbH & Co. KG Mirtazapin AWD 45 mg |45 mg Film-coated tablet Oral use
Leipziger Str. 7-13 Filmtabletten
D-01097 Dresden

Germany Basics GmbH MIRTAZAPIN BASICS |15 mg Film-coated tablet Oral use
Hemmelrather Weg 201 15 mg Filmtabletten
D-51377 Leverkusen
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Germany Basics GmbH MIRTAZAPIN BASICS (30 mg Film-coated tablet Oral use
Hemmelrather Weg 201 30 mg Filmtabletten
D-51377 Leverkusen

Germany Basics GmbH MIRTAZAPIN BASICS |45 mg Film-coated tablet Oral use
Hemmelrather Weg 201 45 mg Filmtabletten
D-51377 Leverkusen

Germany Betapharm Arzneimittel GmbH Mirtazapin beta 15 mg 15 mg Film-coated tablet Oral use
Kobelweg 95 Filmtabletten
D-86156 Augsburg

Germany Betapharm Arzneimittel GmbH Mirtazapin beta 30 mg 30 mg Film-coated tablet Oral use
Kobelweg 95 Filmtabletten
D-86156 Augsburg

Germany Betapharm Arzneimittel GmbH Mirtazapin beta 45 mg 45 mg Film-coated tablet Oral use
Kobelweg 95 Filmtabletten
D-86156 Augsburg

Germany Biomo pharma GmbH mirtazapin-biomo 15 mg |15 mg Film-coated tablet Oral use
Josef-Dietzgen-Str. 3 Filmtabletten
D-53773 Hennef

Germany Biomo pharma GmbH mirtazepin-biomo 30 mg (30 mg Film-coated tablet Oral use
Josef-Dietzgen-Str. 3 Filmtabletten
D-53773 Hennef
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Germany Biomo pharma GmbH mirtazapin-biomo 45 mg |45 mg Film-coated tablet Oral use
Josef-Dietzgen-Str. 3 Filmtabletten
D-53773 Hennef

Germany ct-Arzneimittel GmbH mirtazapin-ct 15 mg 15.45mg Film-coated tablet Oral use
Lengeder Str. 42a Filmtabletten
D-13407 Berlin

Germany ct-Arzneimittel GmbH mirtazapin-ct 30 mg 30.90mg Film-coated tablet Oral use
Lengeder Str. 42a Filmtabletten
D-13407 Berlin

Germany ct-Arzneimittel GmbH mirtazapin-ct 45 mg 46.35mg Film-coated tablet Oral use
Lengeder Str. 42a Filmtabletten
D-13407 Berlin

Germany F. Joh. Kwizda GesmbH Mirtazapin Kwizda 15 mg |15 mg Film-coated tablet Oral use
Dr. Karl-Lueger-Ring 6 Filmtabletten
A-1010 Wien

Germany F. Joh. Kwizda GesmbH Mirtazapin Kwizda 30 mg |30 mg Film-coated tablet Oral use
Dr. Karl-Lueger-Ring 6 Filmtabletten
A-1010 Wien

Germany F. Joh. Kwizda GesmbH Mirtazapin Kwizda 45 mg |45 mg Film-coated tablet Oral use
Dr. Karl-Lueger-Ring 6 Filmtabletten
A-1010 Wien
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Germany Heumann Pharma GmbH & Co. Mirtazapin Heumann 15 |15 mg Film-coated tablet Oral use
Generica KG mg Filmtabletten
Suedwestpark 50
D-90449 Nuernberg

Germany Heumann Pharma GmbH & Co. Mirtazapin Heumann 30 (30 mg Film-coated tablet Oral use
Generica KG mg Filmtabletten
Suedwestpark 50
D-90449 Nuernberg

Germany Heumann Pharma GmbH & Co. Mirtazapin Heumann 45 |45 mg Film-coated tablet Oral use
Generica KG mg Filmtabletten
Suedwestpark 50
D-90449 Nuernberg

Germany HEXAL AG Mirtazapin HEXAL 15 15 mg Film-coated tablet Oral use
Postfach 1263 mg Filmtabletten
D-83602 Holzkirchen

Germany HEXAL AG Mirtazapin HEXAL 30 |30 mg Film-coated tablet Oral use
Postfach 1263 mg Filmtabletten
D-83602 Holzkirchen

Germany HEXAL AG Mirtazapin Hexal 45 mg |45 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-83602 Holzkirchen

Germany Hormosan-Kwizda GmbH Mirtazapin Tiefenbacher |15 mg Film-coated tablet Oral use
Postfach 600340 15 mg Filmtabletten
D-60333 Frankfurt
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Germany Hormosan-Kwizda GmbH Mirtazapin Tiefenbacher (30 mg Film-coated tablet Oral use
Postfach 600340 30 mg Filmtabletten
D-60333 Frankfurt

Germany Hormosan-Kwizda GmbH Mirtazapin Tiefenbacher |45 mg Film-coated tablet Oral use
Postfach 600340 45 mg Filmtabletten
D-60333 Frankfurt

Germany Krewel Meuselbach GmbH Mirtazelon 15 mg 15 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-53775 Eitorf

Germany Krewel Meuselbach GmbH Mirtazelon 30 mg 30 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-53775 Eitorf

Germany Krewel Meuselbach GmbH Mirtazelon 45 mg 45 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-53775 Eitorf

Germany Merck dura GmbH Mirtazapin dura 15 mg 15 mg Film-coated tablet Oral use
Postfach 100635 Filmtabletten
D-64206 Darmstadt

Germany Merck dura GmbH Mirtazapin dura 30 mg 30 mg Film-coated tablet Oral use
Postfach 100635 Filmtabletten
D-64206 Darmstadt
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Germany Merck dura GmbH Mirtazapin dura 45 mg |45 mg Film-coated tablet Oral use
Postfach 100635 Filmtabletten
D-64206 Darmstadt

Germany Merck dura GmbH Mirtapin Generics 15 mg |15 mg Film-coated tablet Oral use
Postfach 100635 Filmtabletten
D-64206 Darmstadt

Germany Merck dura GmbH Mirtapin Generics 30 mg (30 mg Film-coated tablet Oral use
Postfach 100635 Filmtabletten
D-64206 Darmstadt

Germany Merck dura GmbH Mirtapin Generics 45 mg |45 mg Film-coated tablet Oral use
Postfach 100635 Filmtabletten
D-64206 Darmstadt

Germany Neuraxpharm Arzneimittel GmbH &  [Mirtazapin-neuraxpharm |15 mg Film-coated tablet Oral use
Co.KG 15 mg Filmtabletten
Postfach 400455
D-40244 Langenfeld

Germany Neuraxpharm Arzneimittel GmbH &  [Mirtazapin-neuraxpharm (30 mg Film-coated tablet Oral use
Co.KG 30 mg Filmtabletten
Postfach 400455
D-40244 Langenfeld

Germany Neuraxpharm Arzneimittel GmbH & [Mirtazapin-neuraxpharm |45 mg Film-coated tablet Oral use
Co.KG 45 mg Filmtabletten
Postfach 400455
D-40244 Langenfeld
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Germany Organon GmbH Remergil 15mg 15 mg Film-coated tablet Oral use
Mittenheimer Str. 62 Filmtabletten
D-85764 Oberschleissheim

Germany Organon GmbH Remergil 30mg 30 mg Film-coated tablet Oral use
Mittenheimer Str. 62 Filmtabletten
D-85764 Oberschleissheim

Germany Organon GmbH Remergil 6mg/2ml 6 mg Concentrate for solution for  |Intravenous use
Mittenheimer Str. 62 Konzentrat infusion
D-85764 Oberschleissheim

Germany Organon GmbH Remergil 15 mg/5ml 15 mg Concentrate for solution for  |Intravenous use
Mittenheimer Str. 62 Konzentrat infusion
D-85764 Oberschleissheim

Germany Organon GmbH Remergil 45 mg 45 mg Film-coated tablet Oral use
Mittenheimer Str. 62 Filmtabletten
D-85764 Oberschleissheim

Germany Organon GmbH Remergil 15 mg/ml 15 mg Oral solution Oral use
Mittenheimer Str. 62 Loesung zum Einnehmen
D-85764 Oberschleissheim

Germany Organon GmbH Remergil SolTab 15 mg |15 mg Orodispersible tablet Oropharyngeal use
Mittenheimer Str. 62 Schmelztabletten
D-85764 Oberschleissheim
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Germany Organon GmbH Remergil SolTab 30 mg (30 mg Orodispersible tablet Oropharyngeal use
Mittenheimer Str. 62 Schmelztabletten
D-85764 Oberschleissheim

Germany Organon GmbH Remergil SolTab 45 mg |45 mg Orodispersible tablet Oropharyngeal use
Mittenheimer Str. 62 Schmelztabletten
D-85764 Oberschleissheim

Germany Ratiopharm GmbH Mirta-ratiopharm 15 mg |15 mg Film-coated tablet Oral use
Graf-Arco-Strasse 3 Filmtabletten
D-89070 Ulm

Germany Ratiopharm GmbH Mirta-ratiopharm 30 mg |30 mg Film-coated tablet Oral use
Graf-Arco-Strasse 3 Filmtabletten
D-89070 Ulm

Germany Ratiopharm GmbH Mirta-ratiopharm 45 mg |45 mg Film-coated tablet Oral use
Graf-Arco-Strasse 3 Filmtabletten
D-89070 Ulm

Germany Ratiopharm GmbH Mirtazapin-ratiopharm 15 {15.45mg Film-coated tablet Oral use
Graf-Arco-Strasse 3 mg Filmtabletten
D-89070 Ulm

Germany Ratiopharm GmbH Mirtazapin-ratiopharm 30 {30.90mg Film-coated tablet Oral use
Graf-Arco-Strasse 3 mg Filmtabletten
D-89070 Ulm
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Germany Ratiopharm GmbH Mirtazapin-ratiopharm 45 (46.35mg Film-coated tablet Oral use
Graf-Arco-Strasse 3 mg Filmtabletten
D-89070 Ulm

Germany Sandoz Pharmaceuticals GmbH Mirtazapin Sandoz 15 mg |15 mg Film-coated tablet Oral use
Dieselstr. 5 Filmtabletten
D-70839 Gerlingen

Germany Sandoz Pharmaceuticals GmbH Mirtazapin Sandoz 30 mg (30 mg Film-coated tablet Oral use
Dieselstr. 5 Filmtabletten
D-70839 Gerlingen

Germany Sandoz Pharmaceuticals GmbH Mirtazapin Sandoz 45 mg |45 mg Film-coated tablet Oral use
Dieselstr. 5 Filmtabletten
D-70839 Gerlingen

Germany Sandoz Pharmaceuticals GmbH Mirtazapin SP 15 mg 15 mg Film-coated tablet Oral use
Dieselstr. 5 Filmtabletten
D-70839 Gerlingen

Germany Sandoz Pharmaceuticals GmbH Mirtazapin SP 30 mg 30 mg Film-coated tablet Oral use
Dieselstr. 5 Filmtabletten
D-70839 Gerlingen

Germany Sandoz Pharmaceuticals GmbH Mirtazapin SP 45 mg 45 mg Film-coated tablet Oral use
Dieselstr. 5 Filmtabletten
D-70839 Gerlingen
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Germany Stadapharm GmbH Mirtazapin STADA 15 15 mg Film-coated tablet Oral use
Stadastr. 2-18 mg Filmtabletten
D-61118 Bad Vilbel

Germany Stadapharm GmbH Mirtazapin STADA 30 30 mg Film-coated tablet Oral use
Stadastr. 2-18 mg Filmtabletten
D-61118 Bad Vilbel

Germany Stadapharm GmbH Mirtazapin STADA 45 45 mg Film-coated tablet Oral use
Stadastr. 2-18 mg Filmtabletten
D-61118 Bad Vilbel

Germany Stadapharm GmbH Mirtazapin STADA 15 15 mg Film-coated tablet Oral use
Stadastr. 2-18 mg Filmtabletten
D-61118 Bad Vilbel

Germany Stadapharm GmbH Mirtazapin STADA 30 (30 mg Film-coated tablet Oral use
Stadastr. 2-18 mg Filmtabletten
D-61118 Bad Vilbel

Germany Stadapharm GmbH Mirtazapin STADA 45 |45 mg Film-coated tablet Oral use
Stadastr. 2-18 mg Filmtabletten
D-61118 Bad Vilbel

Germany TAD Pharma GmbH Mirta TAD 15 mg 15 mg Film-coated tablet Oral use
Postfach 720 Filmtabletten
D-27457 Cuxhaven
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Germany TAD Pharma GmbH Mirta TAD 30 mg 30 mg Film-coated tablet Oral use
Postfach 720 Filmtabletten
D-27457 Cuxhaven

Germany TAD Pharma GmbH Mirta TAD 45 mg 45 mg Film-coated tablet Oral use
Postfach 720 Filmtabletten
D-27457 Cuxhaven

Germany Temmler Pharma GmbH & Co.KG Mirtazza 15 mg 15 mg Film-coated tablet Oral use
Postfach 2269 Filmtabletten
D-35010 Marburg

Germany Temmler Pharma GmbH & Co.KG Mirtazza 30 mg 30 mg Film-coated tablet Oral use
Postfach 2269 Filmtabletten
D-35010 Marburg

Germany Temmler Pharma GmbH & Co.KG Mirtazza 45 mg 45 mg Film-coated tablet Oral use
Postfach 2269 Filmtabletten
D-35010 Marburg

Germany Winthrop Arzneimittel GmbH MirtaLich 15 mg 15 mg Film-coated tablet Oral use
Industriestr. 10 Filmtabletten
D-82256 Fuerstenfeldbruck

Germany Winthrop Arzneimittel GmbH MirtaLich 30 mg 30 mg Film-coated tablet Oral use
Industriestr. 10 Filmtabletten
D-82256 Fuerstenfeldbruck
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Germany Winthrop Arzneimittel GmbH MirtaLich 45 mg 45 mg Film-coated tablet Oral use
Industriestr. 10 Filmtabletten
D-82256 Fuerstenfeldbruck

Germany Woerwag Pharma GmbH & Co. KG  |Mirtagamma 15 mg 15 mg Film-coated tablet Oral use
Postfach 2129 Filmtabletten
D-71011 Boeblingen

Germany Woerwag Pharma GmbH & Co. KG  |Mirtagamma 30 mg 30 mg Film-coated tablet Oral use
Postfach 2129 Filmtabletten
D-71011 Boeblingen

Germany Woerwag Pharma GmbH & Co. KG  |Mirtagamma 45 mg 45 mg Film-coated tablet Oral use
Postfach 2129 Filmtabletten
D-71011 Boeblingen

Greece GENERICS PHARMA HELLAS 577a|MIRTAZAPIN 30/mg Film-coated tablet Oral use
Vouliagmenis Av 16451 Argyroupoli |[/GENERICS
Greece

Greece GENERICS PHARMA HELLAS 577a [MIRTAZAPIN 45mg Film-coated tablet Oral use
Vouliagmenis Av 16451 Argyroupoli |/GENERICS
Greece

Greece NOVEXAL HELLAS, Agiou MIRTAZAPINE 15mg Film-coated tablet Oral use
Dimitriou 25 17455 Kalamaki /HEXAL
Greece
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Greece NOVEXAL HELLAS, Agiou MIRTAZAPINE 30/mg Film-coated tablet Oral use
Dimitriou 25 17455 Kalamaki /HEXAL
Greece

Greece NOVEXAL HELLAS, Agiou MIRTAZAPINE 45mg Film-coated tablet Oral use
Dimitriou 25 17455 Kalamaki /HEXAL
Greece

Greece ORGANON HELLAS Vouliagmenis |REMERON 30mg Film-coated tablet Oral use
Avenue 122 P.O Box 73893, 16777
Elliniko, Greece

Greece ORGANON HELLAS Vouliagmenis [REMERON 30mg Dispersible tablet Oral use
Avenue 122 P.O Box 73893, 16777
Elliniko, Greece

Greece ORGANON HELLAS Vouliagmenis |REMERON 15mg Film-coated tablet Oral use
Avenue 122 P.O Box 73893, 16777
Elliniko, Greece

Greece ORGANON HELLAS Vouliagmenis |REMERON 45mg Film-coated tablet Oral use
Avenue 122 P.O Box 73893, 16777
Elliniko, Greece

Greece ORGANON HELLAS Vouliagmenis |REMERON 15mg/ml Oral solution Oral use
Avenue 122 P.O Box 73893, 16777
Elliniko, Greece

CHMP/117014/2005 360/573 ©EMEA 2005




Member State (Marketing Authorisation Holder Invented Name Strength Pharmaceutical form Route of administration
Greece ORGANON HELLAS Vouliagmenis |REMERON 15mg Dispersible tablet Oral use
Avenue 122 P.O Box 73893, 16777
Elliniko, Greece
Greece ORGANON HELLAS Vouliagmenis |REMERON 45mg Dispersible tablet Oral use
Avenue 122 P.O Box 73893, 16777
Elliniko, Greece
Greece ORGANON HELLAS Vouliagmenis |REMERON 3mg/ml Concentrate for solution for  |Intravenous use
Avenue 122 P.O Box 73893, 16777 infusion
Elliniko, Greece
Hungary Krka d.d., Smarjeska cesta 6, 8501 MIRZATEN 15 mg 15mg Film-coated tablet Oral use
Novo mesto,. Slovenia filmtabletta
Hungary Krka d.d., Smarjeska cesta 6, 8501 MIRZATEN 30 mg 30mg Film-coated tablet Oral use
Novo mesto,. Slovenia filmtabletta
Hungary Krka d.d., Smarjeska cesta 6, 8501 MIRZATEN 45 mg 45mg Film-coated tablet Oral use
Novo mesto,. Slovenia filmtabletta
Hungary N.V. Organon Molenstraat 110. PO REMERON 30 mg 30mg Film-coated tablet Oral use
Box 20, 5340-BH Oss, Netherlands filmtabletta
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Hungary N.V. Organon Molenstraat 110. PO REMERON 45 mg 45mg Film-coated tablet Oral use
Box 20, 5340-BH Oss, Netherlands filmtabletta
Hungary N.V. Organon Molenstraat 110. PO REMERON SOLTAB 15 [15mg Tablet Oral use
Box 20, 5340-BH Oss, Netherlands mg tabletta
Hungary N.V. Organon Molenstraat 110. PO REMERON SOLTAB 30 |30mg Tablet Oral use
Box 20, 5340-BH Oss, Netherlands mg tabletta
Hungary N.V. Organon Molenstraat 110. PO REMERON SOLTAB 45 |45mg Tablet Oral use
Box 20, 5340-BH Oss, Netherlands mg tabletta
Hungary Teva Gyogyszergyar Rt., MIZAPIN 15 mg 15mg Film-coated tablet Oral use
Pallagi ttca. 13, Debrecen, Hungary  |filmtabletta
Hungary Teva Gyogyszergyar Rt., MIZAPIN 30 mg 30mg Film-coated tablet Oral use
Pallagi atca. 13, Debrecen, Hungary  |filmtabletta
Hungary Teva Gyogyszergyar Rt., MIZAPIN 45 mg 45mg Film-coated tablet Oral use
Pallagi utca. 13, Debrecen, Hungary  |filmtabletta
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Iceland Actavis hf., Reykjavikurvegur 76-78, |Miron 15 mg Film-coated tablet Oral use
220 Hafnarfjorour, Iceland
Iceland Actavis hf., Reykjavikurvegur 76-78, |Miron 30 mg Film-coated tablet Oral use
220 Hafnarfjorour, Iceland
Iceland Actavis hf., Reykjavikurvegur 76-78, |Miron 45 mg Film-coated tablet Oral use
220 Hafnarfjérour, Iceland
Iceland Generics UK Ltd. 12 Station Close Mirtazapin NM Pharma | 30 mg Film-coated tablet Oral use
Potters Bar, Herts, England
Iceland NV. Organon, PO Box 20 5340 HB Remeron 15 mg Film-coated tablet Oral use
Oss, Holland
Iceland NV. Organon, PO Box 20 5340 HB Remeron 30 mg Film-coated tablet Oral use
Oss, Holland
Iceland NV. Organon, PO Box 20 5340 HB Remeron 45 mg Film-coated tablet Oral use
Oss, Holland
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Iceland NV. Organon, PO Box 20 5340 HB Remeron 15 mg/ml Oral liquid Oral use
Oss, Holland
Iceland NV. Organon, PO Box 20 5340 HB Remeron Smelt 15 mg Orodispersible tablet Oral use
Oss, Holland
Iceland NV. Organon, PO Box 20 5340 HB Remeron Smelt 30 mg Orodispersible tablet Oral use
Oss, Holland
Iceland NV. Organon, PO Box 20 5340 HB Remeron Smelt 45 mg Orodispersible tablet Oral use
Oss, Holland
Ireland McDermott Laboratories Ltd t/a Zistap 30 mg Film-coated tablet Oral use
Gerard Laboratories, 35 Baldoyle
Industrial Estate, Grange Road, Dublin
13, Ireland
Ireland McDermott Laboratories Ltd t/a Zismirt 30 mg Film-coated tablet Oral use
Gerard Laboratories, 35 Baldoyle
Industrial Estate, Grange Road, Dublin
13, Ireland
Ireland Rowex Ltd, Bantry, Co. Cork, Ireland |Mirap 30 mg Film-coated tablet Oral use
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Ireland

Clonmel Healthcare Limited
Waterford Road, Clonmel,
Co. Tipperary, Ireland

Tazamel

15mg

Film-coated tablet

Oral use

Ireland

Clonmel Healthcare Limited
Waterford Road, Clonmel,
Co. Tipperary, Ireland

Tazamel

30mg

Film-coated tablet

Oral use

Ireland

Clonmel Healthcare Limited
Waterford Road, Clonmel,
Co. Tipperary, Ireland

Tazamel

45mg

Film-coated tablet

Oral use

Ireland

Organon (Ireland) Limited, PO Box
2857, Drynam Road, Swords, Co.
Dublin, Ireland

Zispin

15 mg/ml

Oral solution

Oral use

Ireland

Organon (Ireland) Limited, PO Box
2857, Drynam Road, Swords, Co.
Dublin, Ireland

Zispin

30 mg/ml

Oral solution

Oral use

Ireland

Organon (Ireland) Limited, PO Box
2857, Drynam Road, Swords, Co.
Dublin, Ireland

Zispin

40 mg/ml

Oral solution

Oral use

Ireland

Organon Laboratories Limited,

Cambridge Science Park, Milton Road,

Cambridge, CB4 OFL, UK

Zispin

15 mg

Coated tablet

Oral use
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Ireland

Organon Laboratories Limited,
Cambridge Science Park, Milton Road,
Cambridge, CB4 OFL, UK

Zispin

30 mg

Coated tablet

Oral use

Ireland

Organon Laboratories Limited,
Cambridge Science Park, Milton Road,
Cambridge, CB4 OFL, UK

Zispin

45 mg

Coated tablet

Oral use

Italy

Alfred E. Tiefenbacher
(GmbH & Co. KG)
Van-der-Smissen-Str. 1
22767 Hamburg - Germany

Arintapina

15 mg

Film-coated tablet

Oral use

Italy

Alfred E. Tiefenbacher
(GmbH & Co. KG)
Van-der-Smissen-Str. 1
22767 Hamburg - Germany

Arintapina

30 mg

Film-coated tablet

Oral use

Italy

Alfred E. Tiefenbacher
(GmbH & Co. KG)
Van-der-Smissen-Str. 1
22767 Hamburg - Germany

Arintapina

45 mg

Film-coated tablet

Oral use

Italy

EG S.p.A.

Via Domenico Scarlatti, 31
20124 Milano

Italy

Mirtazapina EG

15 mg

Film-coated tablet

Oral use

Italy

EG S.p.A.

Via Domenico Scarlatti, 31
20124 Milano

Italy

Mirtazapina EG

30 mg

Film-coated tablet

Oral use
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Italy

EG S.p.A.

Via Domenico Scarlatti, 31
20124 Milano

Italy

Mirtazapina EG

45 mg

Film-coated tablet

Oral use

Italy

Hexal S.p.A.

Via Paracelso,16

20041 Agrate Brianza - Milano
Italy

Mirtazapina Hexal

15 mg

Film-coated tablet

Oral use

Italy

Hexal S.p.A.

Via Paracelso,16

20041 Agrate Brianza - Milano
Italy

Mirtazapina Hexal

30 mg

Film-coated tablet

Oral use

Italy

Hexal S.p.A.

Via Paracelso,16

20041 Agrate Brianza - Milano
Italy

Mirtazapina Hexal

45 mg

Film-coated tablet

Oral use

Italy

KRKA Pharma Dublin Limited
1Stokes Places,

St. Stephens Green, Dublin 2
Ireland

Mirtazapina KRKA

30 mg

Film-coated tablet

Oral use

Italy

Merck Generics Italia S.p.A.

Via Aquileia, 35

20092 Cinisello Balsamo - Milano
Italy

Mirtazapina Merck
Generics

30 mg

Film-coated tablet

Oral use

Italy

Merck Generics Italia S.p.A.

Via Aquileia, 35

20092 Cinisello Balsamo - Milano
Italy

Mirtazapina Merck
Generics

45 mg

Film-coated tablet

Oral use
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Italy

N. V. Organon
Kloosterstraat 6
5949 AB- OSS
The Netherlands

Remeron

15 mg

Film-coated tablet

Oral use

Italy

N. V. Organon
Kloosterstraat 6
5949 AB- OSS
The Netherlands

Remeron

15 mg

Orodispersible tablets

Oral use

Italy

N. V. Organon
Kloosterstraat 6
5949 AB- OSS
The Netherlands

Remeron

15 mg/ml

Oral solution

Oral use

Italy

N. V. Organon
Kloosterstraat 6
5949 AB- OSS
The Netherlands

Remeron

30 mg

Film-coated tablet

Oral use

Italy

N. V. Organon
Kloosterstraat 6
5949 AB- OSS
The Netherlands

Remeron

30 mg

Orodispersible tablets

Oral use

Italy

N. V. Organon
Kloosterstraat 6
5949 AB- OSS
The Netherlands

Remeron

45 mg

Coated tablets

Oral use

Italy

N. V. Organon
Kloosterstraat 6
5949 AB- OSS
The Netherlands

Remeron

45 mg

Orodispersible tablets

Oral use
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Italy

N. V. Organon
Kloosterstraat 6
5949 AB- OSS
The Netherlands

Remeron

3mg/ml

Concentrate for solution for
infusion

Intravenous use

Italy

N. V. Organon
Kloosterstraat 6
5949 AB- OSS
The Netherlands

Remeron

3mg/ml

Concentrate for solution for
infusion

Intravenous use

Italy

N. V. Organon
Kloosterstraat 6
5949 AB- OSS
The Netherlands

Remeron

3mg/ml

Concentrate for solution for
infusion

Intravenous use

Italy

Ratiopharm GmbH
Graf-Arco-Strasse 3
D-89079 Ulm Germania

Mirtazapina Ratiopharm

30 mg

Film-coated tablet

Oral use

Italy

Ratiopharm Italia S.r.1.
Via Accademia, 26
20131 Milano - Italy

Mirtazapina Ratiopharm
Italia

30 mg

Film-coated tablet

Oral use

Italy

Sandoz S.p.A.

Largo Umberto Boccioni, 1
21040 Origgio - Varese
Italy

Mirtazapina Sandoz

30 mg

Film-coated tablet

Oral use

Latvia

KRKA, Marjeska cesta 6
S1— 8501 Novo mesto
SLOVENIA

Mirzaten

30 mg

Coated tablet

Oral use

CHMP/117014/2005

369/573

©EMEA 2005




Member State

Marketing Authorisation Holder

Invented Name

Strength

Pharmaceutical form

Route of administration

Latvia

KRKA, Marjeska cesta 6
SI— 8501 Novo mesto
SLOVENIA

Mirzaten

45 mg

Coated tablet

Oral use

Latvia

N.V. Organon, Kloosterstraat 6
NL - 5349 AB Oss
THE NETHERLANDS

Remeron

30 mg

Orodispersible tablet

Oral use

Latvia

N.V. Organon, Kloosterstraat 6
NL - 5349 AB Oss
THE NETHERLANDS

Remeron SolTab

15 mg

Orodispersible tablet

Oral use

Latvia

N.V. Organon, Kloosterstraat 6
NL - 5349 AB Oss
THE NETHERLANDS

Remeron SolTab

30 mg

Orodispersible tablet

Oral use

Latvia

N.V. Organon, Kloosterstraat 6
NL - 5349 AB Oss
THE NETHERLANDS

Remeron SolTab

45 mg

Orodispersible tablet

Oral use

Latvia

Sirowa Riga A/S, Katrinas dambis 16
Riga, LV - 1045
LATVIA

Valdren

15 mg

Coated tablet

Oral use

Latvia

Sirowa Riga A/S, Katrinas dambis 16
Riga, LV - 1045
LATVIA

Valdren

30 mg

Coated tablet

Oral use
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Latvia Sirowa Riga A/S, Katrinas dambis 16 |Valdren 45 mg Coated tablet Oral use
Riga, LV - 1045
LATVIA
Lithuania KRKA, d.d., Novo mesto, Mirzaten 30 mg Film-coated tablet oral use
Smarjeska c. 6, 8501 Novo mesto,
Slovenia
Lithuania KRKA, d.d., Novo mesto, Smarjeska c.|Mirzaten 45 mg Film-coated tablet oral use
6, 8501 Novo mesto, Slovenia
Lithuania N.V.Organon, Molenstraat 110, Remeron 30 mg Film-coated tablet oral use
5342CC oss, The Netherlands
Lithuania N.V.Organon, Molenstraat 110, Remeron SolTab 15 mg Dispersible tablet oral use
5342CC oss, The Netherlands
Lithuania N.V.Organon, Molenstraat 110, Remeron SolTab 30 mg Dispersible tablet oral use
5342CC oss, The Netherlands
Lithuania N.V.Organon, Molenstraat 110, Remeron SolTab 45 mg Dispersible tablet oral use
5342CC oss, The Netherlands
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Luxembourg

ORGANON EUROPE B.V.
Kloosterstraat 6 5349 AB OSS
Netherlands

The

Remergon

15 mg

Tablet

Oral use

Luxembourg

ORGANON EUROPE B.V.
Kloosterstraat 6 5349 AB OSS
Netherlands

The

Remergon

30 mg

Tablet

Oral use

Luxembourg

ORGANON EUROPE B.V.
Kloosterstraat 6 5349 AB OSS
Netherlands

The

Remergon

45 mg

Tablet

Oral use

Luxembourg

ORGANON EUROPE B.V.
Kloosterstraat 6 5349 AB OSS
Netherlands

The

Remergon

15mg/ml

Oral solution

Oral use

Luxembourg

ORGANON EUROPE B.V.
Kloosterstraat 6 5349 AB OSS
Netherlands

The

Remergon

3mg/ml

Infusion

Intravenous use

Luxembourg

ORGANON EUROPE B.V.
Kloosterstraat 6 5349 AB OSS
Netherlands

The

Remergon

15 mg

Dispersible tablets

Oral use

Luxembourg

ORGANON EUROPE B.V.
Kloosterstraat 6 5349 AB OSS
Netherlands

The

Remergon

30 mg

Dispersible tablets

Oral use
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Luxembourg |ORGANON EUROPE B.V. Remergon 45 mg Dispersible tablets Oral use
Kloosterstraat 6 5349 AB OSS The
Netherlands
Luxembourg |Ratiopharm GmbH, Postfach 3380, D- [Mitrazapin Ratiopharm |15 mg Film-coated tablet Oral use
89070 Ulm, Germany
Luxembourg |Ratiopharm GmbH, Postfach 3380, D- [Mitrazapin Ratiopharm |30 mg Film-coated tablet Oral use
89070 Ulm, Germany
Luxembourg |Ratiopharm GmbH, Postfach 3380, D- |Mitrazapin Ratiopharm |45 mg Film-coated tablet Oral use
89070 Ulm, Germany
Netherlands Alpharma B.V. Mirtazapine Dumex 15 15 mg Film-coated tablet Oral use
Postbus 313 mg, filmomhulde tabletten
3740 AH Baarn, The Netherlands
Netherlands Alpharma B.V. Mirtazapine Dumex 30 |30 mg Film-coated tablet Oral use
Postbus 313 mg, filmomhulde tabletten
3740 AH Baarn, The Netherlands
Netherlands Alpharma B.V. Mirtazapine Dumex 45 |45 mg Film-coated tablet Oral use
Postbus 313 mg, filmomhulde tabletten
3740 AH Baarn, The Netherlands
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Netherlands Apothecon B.V. Mirtazapine 15 A, 15 mg Film-coated tablet Oral use
Postbus 324 filmomhulde tabletten 15
3770 AH Barneveld, The Netherlands |mg

Netherlands Apothecon B.V. Mirtazapine 30 A, 30 mg Film-coated tablet Oral use
Postbus 324 filmomhulde tabletten 30
3770 AH Barneveld, The Netherlands |mg

Netherlands Apothecon B.V. Mirtazapine 45 A, 45 mg Film-coated tablet Oral use
Postbus 324 filmhomhulde tabletten 45
3770 AH Barneveld, The Netherlands |mg

Netherlands Centrafarm Services B.V. Mirtazapine CF 15 mg, |15 mg Film-coated tablet Oral use
Postbus 289 filmomhulde tabletten
4870 AG Etten Leur, The Netherlands

Netherlands Centrafarm Services B.V. Mirtazapine CF 30 mg, |30 mg Film-coated tablet Oral use
Postbus 289 filmomhulde tabletten
4870 AG Etten Leur, The Netherlands

Netherlands Centrafarm Services B.V. Mirtazapine CF 45 mg, |45 mg Film-coated tablet Oral use
Postbus 289 filmomhulde tabletten
4870 AG Etten Leur, The Netherlands

Netherlands Genfarma B.V. Mirtazapine Gf 15 mg, 15 mg Film-coated tablet Oral use
Postbus 2062 filmomhulde tabletten
1500 GB Zaandam, The Netherlands
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Netherlands Genfarma B.V. Mirtazapine Gf 30 mg, 30 mg Film-coated tablet Oral use
Postbus 2062 filmomhulde tabletten
1500 GB Zaandam, The Netherlands
Netherlands Genfarma B.V. Mirtazapine Gf 45 mg, 45 mg Film-coated tablet Oral use
Postbus 2062 filmomhulde tabletten
1500 GB Zaandam, The Netherlands
Netherlands Hexal B.V., Postbus 251, NL-2180 AG |Mirtazapine 15 mg, film |15 mg Film-coated tablet Oral use
Hillegom coated tablets
Netherlands Hexal B.V., Postbus 251, NL-2180 AG|Mirtazapine 30 mg, film (30 mg Film-coated tablet Oral use
Hillegom coated tablets
Netherlands Hexal B.V., Postbus 251, NL-2180 AG |Mirtazapine 45 mg, film |45 mg Film-coated tablet Oral use
Hillegom coated tablets
Netherlands Katwijk Farma B.V. Mirtazapine 15 mg 15 mg Film-coated tablet Oral use
Postbus 408 Katwijk, filmomhulde
2300 AK Leiden, The Netherlands tabletten
Netherlands Katwijk Farma B.V. Mirtazapine 30 mg 30 mg Film-coated tablet Oral use
Postbus 408 Katwijk, filmomhulde
2300 AK Leiden, The Netherlands tabletten
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Netherlands Katwijk Farma B.V. Mirtazapine 45 mg 45 mg Film-coated tablet Oral use
Postbus 408 Katwijk, filmomhulde
2300 AK Leiden, The Netherlands tabletten

Netherlands Merck Generics BV, Dieselweg 25, Mirtazapine Merck 15 15 mg Film-coated tablet Oral use
NL-3752 LB Bunschoten, The mg, film coated tablets
Netherlands

Netherlands Merck Generics BV, Dieselweg 25, Mirtazapine Merck 30 30 mg Film-coated tablet Oral use
NL-3752 LB Bunschoten, The mg, film coated tablets
Netherlands

Netherlands Merck Generics BV, Dieselweg 25, Mirtazapine Merck 45 45 mg Film-coated tablet Oral use
NL-3752 LB Bunschoten, The mg, film coated tablets
Netherlands

Netherlands N.V. Organon Mirtazapine 15 mg 15 mg Orodispersible tablet Oral use
t.a.v. Mw.drs.S.A. Hendriksen orodispergeerbare
KR 4418 tabletten,
Postbus 20 orodispergeerbare
5340 BH Oss, The Netherlands tabletten

Netherlands N.V. Organon Mirtazapine 30 mg 30 mg Orodispersible tablet Oral use
t.a.v. Mw.drs.S.A. Hendriksen orodispergeerbare
KR 4418 tabletten,
Postbus 20 orodispergeerbare
5340 BH Oss, The Netherlands tabletten
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Netherlands N.V. Organon Mirtazapine 45 mg 45 mg Orodispersible tablet Oral use
t.a.v. Mw.drs.S.A. Hendriksen orodispergeerbare
KR 4418 tabletten,
Postbus 20 orodispergeerbare
5340 BH Oss, The Netherlands tabletten
Netherlands N.V. Organon, Postbus 20, NL-5340 |Remeron 15 mg, tablets |15 mg Tablet Oral use
BH Oss
Netherlands N.V. Organon, Postbus 20, NL-5340 |Remeron 30 mg, tablets |30 mg Tablet Oral use
BH Oss
Netherlands N.V. Organon, Postbus 20, NL-5340 |Remeron 45 mg, tablets |45 mg Tablet Oral use
BH Oss
Netherlands N.V. Organon, Postbus 20, NL-5340 [Remeron 15 mg/ml, oral |15 mg/ml Oral solution Oral use
BH Oss solution
Netherlands N.V. Organon, Postbus 20, NL-5340 |Remeron SolTab 15 mg, (15 mg Orodispersible tablet Oral use
BH Oss orodispersible tablet
Netherlands N.V. Organon, Postbus 20, NL-5340 |Remeron SolTab 30 mg, |30 mg Orodispersible tablet Oral use
BH Oss orodispersible tablet
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Netherlands N.V. Organon, Postbus 20, NL-5340 |Remeron SolTab 45 mg, |45 mg Orodispersible tablet Oral use
BH Oss orodispersible tablet
Netherlands Pharmachemie B.V., Postbus 552, Mirtazapine 15 PCH, 15 mg Film-coated tablet Oral use

2003 RN Haarlem, The Netherlands  (filmcoated tablets 15 mg

Netherlands Pharmachemie B.V., Postbus 552, Mirtazapine 30 PCH, 30 mg Film-coated tablet Oral use
2003 RN Haarlem, The Netherlands  |filmcoated tablets 30 mg

Netherlands Pharmachemie B.V., Postbus 552, Mirtazapine 45 PCH, 45 mg Film-coated tablet Oral use
2003 RN Haarlem, The Netherlands  |filmcoated tablets 45 mg

Netherlands Sandoz B.V. Mirtazapine Sandoz 15, |15 mg Film-coated tablet Oral use
Postbus 216 filmomhulde tabletten 15
1380 AE Weesp, The Netherlands mg

Netherlands Sandoz B.V. Mirtazapine Sandoz 30, |30 mg Film-coated tablet Oral use
Postbus 216 filmomhulde tabletten 30
1380 AE Weesp, The Netherlands mg

Netherlands Sandoz B.V. Mirtazapine Sandoz 45, |45 mg Film-coated tablet Oral use
Postbus 216 filmomhulde tabletten 45
1380 AE Weesp, The Netherlands mg
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Norway Alfred E. Tiefenbacher (GmbH & Co. |Mirtachem 30 mg Film-coated tablet Oral use
KG), Van-der Smissen-Str. 1, DE-
22767 Hamburg, Germany
Norway Alfred E. Tiefenbacher (GmbH & Co. |Mirtachem 45 mg Film-coated tablet Oral use
KG), Van-der Smissen-Str. 1, DE-
22767 Hamburg, Germany
Norway Alpharma ApS, Dalslandsgade 11, Mirtazapin Alpharma 30 mg Film-coated tablet Oral use
DK-2300 Kgbenhavn S, Denmark
Norway Alpharma ApS, Dalslandsgade 11, Mirtazapin Alpharma 45 mg Film-coated tablet Oral use
DK-2300 Kgbenhavn S, Denmark
Norway Alternova AS, Holmengata 24, NO-  |Mirtazapin Alternova 30 mg Film-coated tablet Oral use
1394 Nesbru, Norway
Norway Alternova AS, Holmengata 24, NO-  |Mirtazapin Alternova 45 mg Film-coated tablet Oral use
1394 Nesbru, Norway
Norway Arrow Generics Limited, Unit 2, Mirtazapin Arrow 15 mg Film-coated tablet Oral use
Eastman Way, Stevenage,
Hertfordshire SGI 4SZ, United
Kingdom
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Norway Arrow Generics Limited, Unit 2, Mirtazapin Arrow 30 mg Film-coated tablet Oral use
Eastman Way, Stevenage,
Hertfordshire SGI 4SZ, United
Kingdom

Norway Arrow Generics Limited, Unit 2, Mirtazapin Arrow 45 mg Film-coated tablet Oral use
Eastman Way, Stevenage,
Hertfordshire SGI 4SZ, United
Kingdom

Norway Generics (UK) Ltd., Station Close, Mirtazapin Generics 30 mg Film-coated tablet Oral use
Potters Bar, Hertfordshire EN6 1TL,
United Kingdom

Norway Hexal AS, Kanalholmen 8-12, DK- Mirtazapin Hexal 30 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark

Norway Hexal AS, Kanalholmen 8-12, DK- Mirtazapin Hexal 45 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark

Norway Merck NM AB, Box 25033, SE-104 35|Mirtazapin Merck NM 30 mg Film-coated tablet Oral use
Stockholm, Sweden

Norway N.V. Organon, P.O. Box 20, 5340 BH |Remeron 30 mg Film-coated tablet Oral use
Oss, The Netherlands
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Norway N.V. Organon, P.O. Box 20, 5340 BH [Remeron 45 mg Film-coated tablet Oral use
Oss, The Netherlands
Norway N.V. Organon, P.O. Box 20, 5340 BH |Remeron 15 mg/ml Oral solution Oral use
Oss, The Netherlands
Norway N.V. Organon, P.O. Box 20, 5340 BH |Remeron-S 15 mg Orodispersible tablet Oral use
Oss, The Netherlands
Norway N.V. Organon, P.O. Box 20, 5340 BH |Remeron-S 30 mg Orodispersible tablet Oral use
Oss, The Netherlands
Norway N.V. Organon, P.O. Box 20, 5340 BH [Remeron-S 45 mg Orodispersible tablet Oral use
Oss, The Netherlands
Norway Ratiopharm GmbH, Graf-Arco-Strasse |Miralix 30 mg Film-coated tablet Oral use
3, DE-89079 Ulm, Germany
Norway Ratiopharm GmbH, Graf-Arco-Strasse |Miralix 45 mg Film-coated tablet Oral use
3, DE-89079 Ulm, Germany
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Norway Ratiopharm GmbH, Graf-Arco-Strasse |Mirtazapin Ratiopharm |30 mg Film-coated tablet Oral use
3, DE-89079 Ulm, Germany
Norway Ratiopharm GmbH, Graf-Arco-Strasse |Mirtazapin Ratiopharm |45 mg Film-coated tablet Oral use
3, DE-89079 Ulm, Germany
Norway Sandoz GmbH, Biochemiestrasse 10, |Mirtazapin Sandoz 30 mg Film-coated tablet Oral use
6250 Kundl, Austria
Norway Sandoz GmbH, Biochemiestrasse 10, |Mirtazapin Sandoz 45 mg Film-coated tablet Oral use
6250 Kundl, Austria
Norway Stada Arzneimittel AG, Stada Strasse [Mirtazapin Stada 30 mg Film-coated tablet Oral use
2-18, DE-61118 Bad Vilbel, Germany
Norway Stada Arzneimittel AG, Stada Strasse |Mirtazapin Stada 45 mg Film-coated tablet Oral use
2-18, DE-61118 Bad Vilbel, Germany
Poland Biovena Pharma Sp. z o.0., Mirtal 30 mg Coated tablet Oral use
ul. Odrowaza 13, 03-310 Warszawa,
Poland
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Poland Biovena Pharma Sp. z o.0., Mirtal 45 mg Coated tablet Oral use
ul. Odrowaza 13, 03-310 Warszawa,
Poland
Poland Organon N.V., P.O Box 20, Remeron 15 mg Coated tablet Oral use
5340 BH Oss, The Netherlands
Poland Organon N.V., P.O Box 20, Remeron 30 mg Coated tablet Oral use
5340 BH Oss, The Netherlands
Poland Organon N.V., P.O Box 20, Remeron 45 mg Coated tablet Oral use
5340 BH Oss, The Netherlands
Poland POL-NIL Sp. z 0.0., ul. Annopol 6A  |Mirtazapina 30 mg Coated tablet Oral use
03-236 Warszawa, Poland
Poland POL-NIL Sp. z 0.0., ul. Annopol 6A  |Mirtazapina 45 mg Coated tablet Oral use
03-236 Warszawa, Poland
Portugal Bexal Produtos Farmacéuticos S.A.,  |Mirtazapina Bexal 15 mg |15 mg Film-coated tablet Oral use
Rua Prof. Ricardo Jorge, 5 A - Comprimidos revestidos
Miraflores 1495-153 Algés Portugal
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Portugal Bexal Produtos Farmacéuticos S.A.,  |Mirtazapina Bexal 30 mg (30 mg Film-coated tablet Oral use
Rua Prof. Ricardo Jorge, 5 A - Comprimidos revestidos
Miraflores 1495-153 Algés Portugal
Portugal Bexal Produtos Farmacéuticos S.A.,  |Mirtazapina Bexal 45 mg |45 mg Film-coated tablet Oral use
Rua Prof. Ricardo Jorge, 5 A - Comprimidos revestidos
Miraflores 1495-153 Algés Portugal
Portugal Irex - Promogao e Comercializagdo de |Mirtazapina Irex 15 mg |15 mg Film-coated tablet Oral use
Produtos Farmacéuticos, Lda., Comprimidos Revestidos
Empreendimento Lagoas Park -
Edificio 7, 2° e 3° andar 2740-244
Porto Salvo Portugal
Portugal Irex - Promogdo e Comercializacdo de [Mirtazapina Irex 30 mg |30 mg Film-coated tablet Oral use
Produtos Farmacéuticos, Lda., Comprimidos Revestidos
Empreendimento Lagoas Park -
Edificio 7, 2° e 3° andar 2740-244
Porto Salvo Portugal
Portugal Irex - Promogdo e Comercializagdo de |Mirtazapina Irex 45 mg |45 mg Film-coated tablet Oral use
Produtos Farmacéuticos, Lda., Comprimidos Revestidos
Empreendimento Lagoas Park -
Edificio 7, 2° e 3° andar 2740-244
Porto Salvo Portugal
Portugal Labesfal - Laboratérios Almiro, S.A., |Mirtazapina Labesfal 15 |15 mg Coated tablet Oral use
3465-051 Campo de Besteiros Portugal [mg comprimidos
revestidos
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Portugal Labesfal - Laboratérios Almiro, S.A., |Mirtazapina Labesfal 30 (30 mg Coated tablet Oral use
3465-051 Campo de Besteiros Portugal [mg comprimidos

revestidos

Portugal Labesfal - Laboratérios Almiro, S.A., |Mirtazapina Labesfal 45 |45 mg Coated tablet Oral use

3465-051 Campo de Besteiros Portugal [mg comprimidos
revestidos

Portugal Laboratérios Atral, S.A., Vala do Mirtazapina Atral 15 mg |15 mg Coated tablet Oral use
Carregado 2600-726 Castanheira do  |Comprimidos Revestidos
Ribatejo Portugal

Portugal Laboratorios Atral, S.A., Vala do Mirtazapina Atral 30 mg |30 mg Coated tablet Oral use
Carregado 2600-726 Castanheira do  |[Comprimidos Revestidos
Ribatejo Portugal

Portugal Laboratoérios Atral, S.A., Vala do Mirtazapina Atral 45 mg |45 mg Coated tablet Oral use
Carregado 2600-726 Castanheira do  |Comprimidos Revestidos
Ribatejo Portugal

Portugal Laboratorios Atral, S.A., Vala do Mirtazapina Psidep 15 mg |15 mg Coated tablet Oral use
Carregado 2600-726 Castanheira do ~ [Comprimidos Revestidos
Ribatejo Portugal

Portugal Laboratoérios Atral, S.A., Vala do Mirtazapina Psidep 30 mg (30 mg Coated tablet Oral use
Carregado 2600-726 Castanheira do  |[Comprimidos Revestidos
Ribatejo Portugal
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Portugal Laboratoérios Atral, S.A., Vala do Mirtazapina Psidep 45 mg |45 mg Coated tablet Oral use
Carregado 2600-726 Castanheira do  |Comprimidos Revestidos
Ribatejo Portugal
Portugal Mepha - Investigacao, Mirtazapina Mepha 15 mg|15 mg Coated tablet Oral use
Desenvolvimento e Fabricacao comprimidos revestidos
Farmacéutica, Lda. Rua Elias Garcia,
n°® 28 - C, Edificio 4 - Venda Nova
2701-355 Amadora
Portugal Mepha - Investigacao, Mirtazapina Mepha 30 mg|30 mg Coated tablet Oral use
Desenvolvimento e Fabricacao comprimidos revestidos
Farmacéutica, Lda. Rua Elias Garcia,
n°® 28 - C, Edificio 4 - Venda Nova
2701-355 Amadora
Portugal Mepha - Investigacao, Mirtazapina Mepha 45 mg|45 mg Coated tablet Oral use
Desenvolvimento e Fabricacao comprimidos revestidos
Farmacéutica, Lda. Rua Elias Garcia,
n° 28 - C, Edificio 4 - Venda Nova
2701-355 Amadora
Portugal Merck Genéricos - Produtos Mirtazapina Merck 30 mg Film-coated tablet Oral use
Farmacéuticos, Lda., Rua Alfredo da |Genéricos 30 mg
Silva, 3 - C - 4° 1300-040 Lisboa Comprimidos Revestidos
Portugal
Portugal Merck, S.A., Rua Alfredo da Silva, 3- |Mirtazapina Mirpax 30 (30 mg Film-coated tablet Oral use
C 1300-040 Lisboa Portugal mg Comprimidos
Revestidos
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Portugal

Organon Portuguesa - Produtos
Quimicos e Farmacéuticos, Lda.,
Avenida Conde de Valbom, n.° 30 - 2°
1069-037 Lisboa Portugal

Mirtazapina Organon

15 mg

Film-coated tablet

Oral use

Portugal

Organon Portuguesa - Produtos
Quimicos ¢ Farmacéuticos, Lda.,
Avenida Conde de Valbom, n.° 30 - 2°
1069-037 Lisboa Portugal

Mirtazapina Organon

30 mg

Film-coated tablet

Oral use

Portugal

Organon Portuguesa - Produtos
Quimicos e Farmacéuticos, Lda.,
Avenida Conde de Valbom, n.° 30 - 2°
1069-037 Lisboa Portugal

Remeron

45 mg

Film-coated tablet

Oral use

Portugal

Organon Portuguesa - Produtos
Quimicos e Farmacéuticos, Lda.,
Avenida Conde de Valbom, n.° 30 - 2°
1069-037 Lisboa Portugal

Remeron

15 mg/ml

Oral solution

Oral use

Portugal

Organon Portuguesa - Produtos
Quimicos e Farmacéuticos, Lda.,
Avenida Conde de Valbom, n.° 30 - 2°
1069-037 Lisboa Portugal

Remeron Soltab

30 mg

Orodispersible tablet

Oral use

Portugal

Organon Portuguesa - Produtos
Quimicos ¢ Farmacéuticos, Lda.,
Avenida Conde de Valbom, n.° 30 - 2°
1069-037 Lisboa Portugal

Remeron Soltab

45 mg

Orodispersible tablet

Oral use

Portugal

Organon Portuguesa - Produtos
Quimicos e Farmacéuticos, Lda.,
Avenida Conde de Valbom, n.° 30 - 2°
1069-037 Lisboa Portugal

Remeron Soltab

15 mg

Orodispersible tablet

Oral use
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Portugal

Prodome - Companhia Portuguesa de
Genéricos, Lda., Rua Gomes Freire, n.°
9-A 1150-175 Lisboa Portugal

Mirtazapina Prodome 30
mg Comprimidos
Revestidos

30 mg

Film-coated tablet

Oral use

Portugal

Ratiopharm - Comércio e Industria de
Produtos Farmacéuticos, Lda., Edificio
Tejo - 6° Piso - Rua Quinta do Pinheiro
2790-143 Carnaxide Portugal

Mirtazapina ratio 15 mg
Comprimidos revestidos

15 mg

Film-coated tablet

Oral use

Portugal

Ratiopharm - Comércio e Industria de
Produtos Farmacéuticos, Lda., Edificio
Tejo - 6° Piso - Rua Quinta do Pinheiro
2790-143 Carnaxide Portugal

Mirtazapina ratio 30 mg
Comprimidos revestidos

30 mg

Film-coated tablet

Oral use

Portugal

Ratiopharm - Comércio e Industria de
Produtos Farmacéuticos, Lda., Edificio
Tejo - 6° Piso - Rua Quinta do Pinheiro
2790-143 Carnaxide Portugal

Mirtazapina ratiopharm
15 mg Comprimidos
Revestidos

15 mg

Film-coated tablet

Oral use

Portugal

Ratiopharm - Comércio e Industria de
Produtos Farmacéuticos, Lda., Edificio
Tejo - 6° Piso - Rua Quinta do Pinheiro
2790-143 Carnaxide Portugal

Mirtazapina ratiopharm
30 mg Comprimidos
Revestidos

30 mg

Film-coated tablet

Oral use

Portugal

Stada Arzneimittel A.G., Stadastrasse
2-18 D-61118 Bad Vilbel Alemanha

Mirtazapina Stada 15 mg
comprimidos

15 mg

Film-coated tablet

Oral use
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Portugal Stada Arzneimittel A.G., Stadastrasse |Mirtazapina Stada 30 mg |30 mg Film-coated tablet Oral use
2-18 D-61118 Bad Vilbel Alemanha |comprimidos
Portugal Stada Arzneimittel A.G., Stadastrasse |Mirtazapina Stada 45 mg [45 mg Film-coated tablet Oral use
2-18 D-61118 Bad Vilbel Alemanha |[comprimidos
Portugal Vetiquima - Produtos Quimicos, Lda. |Mirtazapina Lusocampo (30 mg Coated tablet Oral use
Estrada Nacional 10, Km 140,260 30 mg comprimidos
2696-901 Bobadela Portugal revestidos
Portugal Vetiquima - Produtos Quimicos, Lda. |Mirtazapina Lusocampo |45 mg Coated tablet Oral use
Estrada Nacional 10, Km 140,260 45 mg comprimidos
2696-901 Bobadela Portugal revestidos
Portugal Vetiquima - Produtos Quimicos, Lda. |Mirtazapina Lusocampo |15 mg Coated tablet Oral use
Estrada Nacional 10, Km 140,260 15 mg comprimidos
2696-901 Bobadela Portugal revestidos
Slovak Krka d.d., Smarjeska cesta 6, SL - 850 [MIRZATEN 15mg 15mg Film-coated tablet Oral use
Republic 01 Novo Mesto
Slovak Krka d.d., Smarjeska cesta 6, SL - 850 [MIRZATEN 30mg 30mg Film-coated tablet Oral use
Republic 01 Novo Mesto
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Slovak Krka d.d., Smarjeska cesta 6, SL - 850 [MIRZATEN 45mg 45mg Film-coated tablet Oral use
Republic 01 Novo Mesto
Slovak N.V. Organon , P.O.Box 20, NL - 5340|REMERON 15 mg 15 mg Film-coated tablet Oral use
Republic BH OSS
Slovak N.V. Organon , P.O.Box 20, NL - 5340 REMERON 30mg 30mg Film-coated tablet Oral use
Republic BH OSS
Slovak N.V. Organon , P.O.Box 20, NL - 5340 REMERON 45mg 45mg Film-coated tablet Oral use
Republic BH OSS
Slovak N.V. Organon , P.O.Box 20, NL - 5340 REMERON Soltab 15mg [15mg Orodispersible tablet Oral use
Republic BH OSS
Slovak N.V. Organon , P.O.Box 20, NL - 5340|REMERON Soltab 30mg [30mg Orodispersible tablet Oral use
Republic BH OSS
Slovak N.V. Organon , P.O.Box 20, NL - 5340 REMERON Soltab 45mg [45mg Orodispersible tablet Oral use
Republic BH OSS
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Slovak N.V. Organon , P.O.Box 20, NL - 5340[REMERON 15mg/ml 15mg/ml Oral solution Oral use

Republic BH OSS

Slovenia KRKA, tovarna zdravil, d.d., Novo MIRZATEN 30 mg Film-coated tablet Oral use
mesto, Smarjeska cesta 6, SI-8501
Novo mesto, Slovenia

Slovenia KRKA, tovarna zdravil, d.d., Novo MIRZATEN 45 mg Film-coated tablet Oral use
mesto, Smarjeska cesta 6, SI-8501
Novo mesto, Slovenia

Slovenia SALUS Ljubljana, d.d., MaSera REMERON 30 mg Coated tablet Oral use
Spasi¢eva ulica 10, SI-1000 Ljubljana,
Slovenia

Slovenia SALUS Ljubljana, d.d., Masera REMERON 45 mg Coated tablet Oral use
Spasic¢eva ulica 10, SI-1000 Ljubljana,
Slovenia

Spain BAYVIT, S.A., Frederic Mompou, 5, [MIRTAZAPINA 30 mg Tablet Oral use
08960 Sant Just Desvern, Spain BAYVIT

Spain BEXAL FARMACEUTICA, S.A MIRTAZAPINA BEXAL |15 mg Film-coated tablet Oral use
Ventura Rodriguez, 7 - 5% planta,
28008 Madrid, Spain
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Spain BEXAL FARMACEUTICA, S.A MIRTAZAPINA BEXAL |30 mg Film-coated tablet Oral use
Ventura Rodriguez, 7 - 5% planta,
28008 Madrid, Spain

Spain BEXAL FARMACEUTICA, S.A MIRTAZAPINA BEXAL (45 mg Film-coated tablet Oral use
Ventura Rodriguez, 7 - 5% planta,
28008 Madrid, Spain

Spain COMBINO PHARM, S.L., Fructuos |[MIRTAZAPINA 30 mg Tablet Oral use
Gelabert, 6-8, 08970 Sant Joan Despi, |COMBINO PHARM
Spain

Spain LABORATORIOS DAVUR, S.L., MIRTAZAPINA 15 mg Tablet Oral use
Teide, 4-planta baja. Poligono DAVUR

Empresarial La Marina, 28700 San
Sebastian de los Reyes, Spain

Spain LABORATORIOS DAVUR, S.L., MIRTAZAPINA 30 mg Tablet Oral use
Teide, 4-planta baja. Poligono DAVUR
Empresarial La Marina, 28700 San
Sebastian de los Reyes, Spain

Spain MERCK GENERICOS, S.L, MIRTAZAPINA 15 mg Film-coated tablet Oral use
CTRA.N-152,Km 19 — Pol. MERCK |MERCK
08100 Mollet del Valles, Spain

Spain MERCK GENERICOS, S.L, MIRTAZAPINA 30 mg Film-coated tablet Oral use
CTRA.N-152,Km 19 — Pol. MERCK [MERCK
08100 Mollet del Valles, Spain
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Spain

MERCK GENERICOS, S.L,
CTRA.N-152,Km 19 — Pol. MERCK
08100 Mollet del Valles, Spain

MIRTAZAPINA
MERCK

45 mg

Film-coated tablet

Oral use

Spain

ORGANON ESPANOLA, S.A., Ctra.
Hospitalet, 147-149 Cityparc Ronda de
Dalt, Edificio Amsterdam, 08940
Cornella de Llobregat, Spain

REXER

30 mg

Film-coated tablet

Oral use

Spain

ORGANON ESPANOLA, S.A., Ctra.
Hospitalet, 147-149 Cityparc Ronda de
Dalt, Edificio Amsterdam, 08940
Cornella de Llobregat, Spain

REXER

45 mg

Film-coated tablet

Oral use

Spain

ORGANON ESPANOLA, S.A., Ctra.
Hospitalet, 147-149 Cityparc Ronda de
Dalt, Edificio Amsterdam, 08940
Cornella de Llobregat, Spain

REXER

15 mg/ml

Oral solution

Oral use

Spain

ORGANON ESPANOLA, S.A., Ctra.
Hospitalet, 147-149 Cityparc Ronda de
Dalt, Edificio Amsterdam, 08940
Cornella de Llobregat, Spain

REXER FLAS

15 mg

Dispersible tablet

Oral use

Spain

ORGANON ESPANOLA, S.A., Ctra.
Hospitalet, 147-149 Cityparc Ronda de
Dalt, Edificio Amsterdam, 08940
Cornella de Llobregat, Spain

REXER FLAS

30 mg

Dispersible tablet

Oral use

Spain

ORGANON ESPANOLA, S.A., Ctra.
Hospitalet, 147-149 Cityparc Ronda de
Dalt, Edificio Amsterdam, 08940
Cornella de Llobregat, Spain

REXER FLAS

45 mg

Dispersible tablets

Oral use
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Spain

ORGANON ESPANOLA, S.A., Ctra.
Hospitalet, 147-149 Cityparc Ronda de
Dalt, Edificio Amsterdam, 08940
Cornella de Llobregat, Spain

REXER

15 mg

Film-coated tablet

Oral use

Spain

PENSA, S.A., Avda. Mare de Déu de
Montserrat, 215, 08041 Barcelona,
Spain

VASTAT FLAS

15 mg

Dispersible tablet

Oral use

Spain

PENSA, S.A., Avda. Mare de Déu de
Montserrat, 215, 08041 Barcelona,
Spain

VASTAT FLAS

30 mg

Dispersible tablet

Oral use

Spain

PENSA, S.A., Avda. Mare de Déu de
Montserrat, 215, 08041 Barcelona,
Spain

VASTAT FLAS

45 mg

Dispersible tablet

Oral use

Spain

PENSA, S.A., Avda. Mare de Déu de
Montserrat, 215, 08041 Barcelona,
Spain

VASTAT

15 mg/ml

Oral solution

Oral use

Spain

RATIOPHARM ESPANA, S.A.,
Avda. de Burgos, 16 D - 5% Planta,
28036 Madrid, Spain

MIRTAZAPINA
RATIOMED

15 mg

Tablet

Oral use

Spain

RATIOPHARM ESPANA, S.A.,
Avda. de Burgos, 16 D - 5* Planta,
28036 Madrid, Spain

MIRTAZAPINA
RATIOMED

30 mg

Tablet

Oral use
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Spain RATIOPHARM ESPANA, S.A., MIRTAZAPINA 45 mg Tablet Oral use
Avda. de Burgos, 16 D - 5% Planta, RATIOMED
28036 Madrid, Spain

Spain RATIOPHARM ESPANA, S.A., MIRTAZAPINA 15 mg Tablet Oral use
Avda. de Burgos, 16 D - 5% Planta, RATIOPHARM
28036 Madrid, Spain

Spain RATIOPHARM ESPANA, S.A., MIRTAZAPINA 30 mg Tablet Oral use
Avda. de Burgos, 16 D - 5* Planta, RATIOPHARM
28036 Madrid, Spain

Spain RATIOPHARM ESPANA, S.A., MIRTAZAPINA 45 mg Tablet Oral use
Avda. de Burgos, 16 D - 5% Planta, RATIOPAHRM
28036 Madrid, Spain

Spain RIMAFAR, S.L., Pol. Ind. Malpica MIRTAZAPINA 15 mg Tablet Oral use
Calle C, N° 4, 50016 Zaragoza, Spain [RIMAFAR

Spain RIMAFAR, S.L., Pol. Ind. Malpica MIRTAZAPINA 30 mg Tablet Oral use
Calle C, N° 4, 50016 Zaragoza, Spain [RIMAFAR

Spain SANDOZ FARMACEUTICA, Gran |MIRTAZAPINA 30 mg Tablet Oral use
Via de les Corts Catalanes, 08013 GENERIX
Barcelona, Spain
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Spain SANDOZ FARMACEUTICA, S.A., |MIRTAZAPINA 15 mg Tablet Oral use
Gran Via de les Corts Catalanes, 764 |SANDOZ
08013 Barcelona, Spain

Spain SANDOZ FARMACEUTICA, S.A., |MIRTAZAPINA 30 mg Tablet Oral use
Gran Via de les Corts Catalanes, 764 [SANDOZ
08013 Barcelona, Spain

Spain SANDOZ FARMACEUTICA, S.A., |MIRTAZAPINA 45 mg Tablet Oral use
Gran Via de les Corts Catalanes, 764 |SANDOZ
08013 Barcelona, Spain

Sweden Alfred E Tiefenbacher (GmbH & Co. |Mirtachem 15 mg Film-coated tablet Oral use
KG) Van-der-Smissen Strasse 1 DE-
22767 Hamburg Tyskland (DEU)

Sweden Alfred E Tiefenbacher (GmbH & Co. |Mirtachem 30 mg Film-coated tablet Oral use
KG) Van-der-Smissen Strasse 1 DE-
22767 Hamburg Tyskland (DEU)

Sweden Alfred E Tiefenbacher (GmbH & Co. |Mirtachem 45 mg Film-coated tablet Oral use
KG) Van-der-Smissen Strasse 1 DE-
22767 Hamburg Tyskland (DEU)

Sweden Alpharma ApS P O Box 1736 DK- Mirtazapin Alpharma 30 mg Film-coated tablet Oral use
2300 Kopenhamn S Danmark (DNK)
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Sweden Alpharma ApS P O Box 1736 DK- Mirtazapin Alpharma 45 mg Film-coated tablet Oral use
2300 Kopenhamn S Danmark (DNK)
Sweden Alternova AB Vallgatan 11 170 67 Mirtazapin Alternova 15 mg Film-coated tablet Oral use
Solna Sverige (SWE)
Sweden Alternova AB Vallgatan 11 170 67 Mirtazapin Alternova 30 mg Film-coated tablet Oral use
Solna Sverige (SWE)
Sweden Alternova AB Vallgatan 11 170 67 Mirtazapin Alternova 45 mg Film-coated tablet Oral use
Solna Sverige (SWE)
Sweden Arrow Generics Ltd Unit 2 Eastman  |Mirtazapin Arrow 15 mg Film-coated tablet Oral use
Way Stevenage Herts SGI 4SZ
Storbritannien och Nordirland (GBR)
Sweden Arrow Generics Ltd Unit 2 Eastman  |Mirtazapin Arrow 30 mg Film-coated tablet Oral use
Way Stevenage Herts SGI 4SZ
Storbritannien och Nordirland (GBR)
Sweden Arrow Generics Ltd Unit 2 Eastman  |Mirtazapin Arrow 45 mg Film-coated tablet Oral use
Way Stevenage Herts SGI 4SZ
Storbritannien och Nordirland (GBR)
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Sweden Generics (UK) Ltd Station Close Mirtazapin NM Pharma (30 mg Film-coated tablet Oral use
Potters Bar Hertfordshire EN6 1TL
Storbritannien och Nordirland (GBR)
Sweden Generics (UK) Ltd Station Close Mirtazapin NM Pharma |45 mg Film-coated tablet Oral use
Potters Bar Hertfordshire EN6 1TL
Storbritannien och Nordirland (GBR)
Sweden Generics (UK) Ltd Station Close Mirtazapin Scand Pharm |30 mg Film-coated tablet Oral use
Potters Bar Hertfordshire EN6 1TL
Storbritannien och Nordirland (GBR)
Sweden Hexal A/S Kanalholmen 8-12 2650 Mirtazapin Hexal 30 mg Film-coated tablet Oral use
Hvidovre Danmark (DNK)
Sweden Hexal A/S Kanalholmen 8-12 2650 Mirtazapin Hexal 45 mg Film-coated tablet Oral use
Hvidovre Danmark (DNK)
Sweden NV Organon P O Box 20 NL-5340 BH |Remeron 15 mg Tablet Oral use
Oss Nederlédnderna (NLD)
Sweden NV Organon P O Box 20 NL-5340 BH |Remeron 30 mg Tablet Oral use
Oss Nederldnderna (NLD)
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Sweden NV Organon P O Box 20 NL-5340 BH [Remeron 45 mg Tablet Oral use
Oss Nederldnderna (NLD)
Sweden NV Organon P O Box 20 NL-5340 BH |Remeron 15 mg/ml Oral solution Oral use
Oss Nederlédnderna (NLD)
Sweden NV Organon P O Box 20 NL-5340 BH |Remeron-S 15 mg Orodispersible tablet Oral use
Oss Nederldnderna (NLD)
Sweden NV Organon P O Box 20 NL-5340 BH |Remeron-S 30 mg Orodispersible tablet Oral use
Oss Nederldnderna (NLD)
Sweden NV Organon P O Box 20 NL-5340 BH [Remeron-S 45 mg Orodispersible tablet Oral use
Oss Nederldnderna (NLD)
Sweden NV Organon P O Box 20 NL-5340 BH [Mirtazapin Imi Pharma |15 mg Tablet Oral use
Oss Nederlédnderna (NLD)
Sweden NV Organon P O Box 20 NL-5340 BH [Mirtazapin Imi Pharma |30 mg Tablet Oral use
Oss Nederldnderna (NLD)
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Sweden NV Organon P O Box 20 NL-5340 BH [Mirtazapin Imi Pharma |45 mg Tablet Oral use
Oss Nederldnderna (NLD)
Sweden Ratiopharm GmbH Graf-Arco-Strasse |Mirtazapin ratiopharm 15 mg Film-coated tablet Oral use
3 DE-89079 Ulm Tyskland (DEU)
Sweden Ratiopharm GmbH Graf-Arco-Strasse |Mirtazapin ratiopharm 30 mg Film-coated tablet Oral use
3 DE-89079 Ulm Tyskland (DEU)
Sweden Ratiopharm GmbH Graf-Arco-Strasse |Mirtazapin ratiopharm 45 mg Film-coated tablet Oral use
3 DE-89079 Ulm Tyskland (DEU)
Sweden Ratiopharm GmbH Graf-Arco-Strasse |Miralix 15 mg Film-coated tablet Oral use
3 DE-89079 Ulm Tyskland (DEU)
Sweden Ratiopharm GmbH Graf-Arco-Strasse |Miralix 30 mg Film-coated tablet Oral use
3 DE-89079 Ulm Tyskland (DEU)
Sweden Ratiopharm GmbH Graf-Arco-Strasse |Miralix 45 mg Film-coated tablet Oral use
3 DE-89079 Ulm Tyskland (DEU)
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Sweden Sandoz GmbH Biochemiestrasse 10 |Mirtazapin Sandoz 30 mg Film-coated tablet Oral use
AT-6250 Kundl Osterrike (AUT)
Sweden Sandoz GmbH Biochemiestrasse 10  |Mirtazapin Sandoz 45 mg Film-coated tablet Oral use
AT-6250 Kundl Osterrike (AUT)
Sweden Stada Arzneimittel AG Stadastrasse 2- [Mirtazapin Stada 30 mg Film-coated tablet Oral use
18 DE-61118 Bad Vilbel Tyskland
(DEU)
Sweden Stada Arzneimittel AG Stadastrasse 2- |Mirtazapin Stada 45 mg Film-coated tablet Oral use
18 DE-61118 Bad Vilbel Tyskland
(DEU)
United Alpharma Limited; Whiddon Valley; |Mirtazapine 30mg Tablet Oral use
Kingdom Barnstaple; Devon EX32 8NS; UK
United Arrow Generics Limited, Unit 2, Mirtazapine 15mg Tablet Oral use
Kingdom Eastman Way, Stevenage, Herts SG1
487, UK
United Arrow Generics Limited, Unit 2, Mirtazapine 30mg Tablet Oral use
Kingdom Eastman Way, Stevenage, Herts SG1
487, UK
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United Arrow Generics Limited, Unit 2, Mirtazapine 45mg Tablet Oral use
Kingdom Eastman Way, Stevenage, Herts SG1

4SZ, UK
United Athlone Laboratories Limited, Mirtazapine 30mg Tablet Oral use
Kingdom Ballymurray, Co. Roscommon,

Republic of Ireland
United Generics (UK) Limited; Albany Gate; |Mirtazapine 30mg Tablet Oral use
Kingdom Darkes Lane; Potters Bar, Herts EN6

1AG; UK
United KRKA Pharma Dublin Limited, 1 Mirtazapine 30mg Tablet Oral use
Kingdom Stokes Place, St. Stephen's Green,

Dublin 2, Republic of Ireland
United Organon Laboratories Limited, Mirtazapine 15mg Tablet Oral use
Kingdom Cambridge Science Park, Milton Road,

Cambs CB4 OFL; UK
United Organon Laboratories Limited, Mirtazapine 30mg Tablet Oral use
Kingdom Cambridge Science Park, Milton Road,

Cambs CB4 OFL; UK
United Organon Laboratories Limited, Mirtazapine 45mg Tablet Oral use
Kingdom Cambridge Science Park, Milton Road,

Cambs CB4 0FL; UK
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United Organon Laboratories Limited, Zispin SolTab 15mg Orodispersible Tablet Oral use
Kingdom Cambridge Science Park, Milton Road,

Cambs CB4 OFL; UK
United Organon Laboratories Limited, Zispin SolTab 30mg Orodispersible Tablet Oral use
Kingdom Cambridge Science Park, Milton Road,

Cambs CB4 OFL; UK
United Organon Laboratories Limited, Zispin SolTab 45mg Orodispersible Tablet Oral use
Kingdom Cambridge Science Park, Milton Road,

Cambs CB4 OFL; UK
United Organon Laboratories Limited, Mirtazapine 15mg/ml Oral Solution Oral use
Kingdom Cambridge Science Park, Milton Road,

Cambs CB4 OFL; UK
United Pliva Pharma Ltd; Vision House; Mirtazapine 30mg Tablet Oral use
Kingdom Bedford Road; Petersfield, Hampshire

GU32 3QB; UK
United Ranbaxy (UK) Limited; CP House, 97- |Mirtazapine 15mg Tablet Oral use
Kingdom 107 Uxbridge Road, Ealing, London

W5 5TL, UK
United Ranbaxy (UK) Limited; CP House, 97- |Mirtazapine 30mg Tablet Oral use
Kingdom 107 Uxbridge Road, Ealing, London

W5 5TL, UK
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United Ranbaxy (UK) Limited; CP House, 97- |Mirtazapine 45mg Tablet Oral use
Kingdom 107 Uxbridge Road, Ealing, London
W5 5TL, UK
United Ratiopharm UK Limited, 5 Jackson Mirtazapine 30mg Tablet Oral use
Kingdom Close, Grove Road, Cosham,
Portsmouth, Hants PO6 1UP; UK
United Relonchem Limited, 27 Old Gloucester|Mirtazapine 30mg Tablet Oral use
Kingdom Street, London WC1 3XX; UK
United Sterwin Medicines Limited, PO Box |Mirtazapine 15mg Tablet Oral use
Kingdom 611, Guildford,Surrey GU1 4YS, UK
United Sterwin Medicines Limited, PO Box  |Mirtazapine 30mg Tablet Oral use
Kingdom 611, Guildford,Surrey GU1 4YS, UK
United Sterwin Medicines Limited, PO Box |Mirtazapine 45mg Tablet Oral use
Kingdom 611, Guildford,Surrey GU1 4YS, UK
United Waymade PLC, Sovereign House, Mirtazapine 30mg Tablet Oral use
Kingdom Miles Gray Road, Basildon, Essex
SS14 3FR; UK
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Austria 1A Pharma GmbH, Degengasse 70, Paroxetin “1 A Pharma” |20mg Film-coated tablet Oral use
1160 Wien, Austria 20mg-Filmtabletten
Austria 1A Pharma GmbH, Degengasse 70, Paroxetin “1A Pharma”  [40mg Film-coated tablet Oral use
1160 Wien, Austria 40mg-Filmtabletten
Austria 1A Pharma GmbH, Degengasse 70, Paroxetin “Saluts” 20mg- (20mg Film-coated tablet Oral use
1160 Wien, Austria Filmtabletten
Austria 1A Pharma GmbH, Degengasse 70, Paroxetin “Salutas” 40mg Film-coated tablet Oral use
1160 Wien, Austria 40mg-Filmtabletten
Austria Allen Pharmazeutika Ges.m.b.H., Paroxetin “Allen” 20mg- (20mg Film-coated tablet Oral use
Albert Schweitzer Gasse 6, 1140 Wien, |Filmtabletten
Austria
Austria Arcana Arzneimittel GmbH, Paroxetin “Arcana” 20mg Film-coated tablet Oral use
Zimbagasse 5, 1147 Wien, Austria 20mg-Filmtabletten
Austria Gerot Pharmazeutika Ges.m.b.H., Allenopar 20mg- 20mg Film-coated tablet Oral use
Arnethgasse 3, 1160 Wien, Austria Filmtabletten
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Austria GlaxoSmithKline Pharma GmbH, Glaxopar 20mg- 20mg Film-coated tablet Oral use
Albert Schweitzer Gasse 6, 1140 Wien, |Filmtabletten
Austria

Austria GlaxoSmithKline Pharma GmbH, Paroglax 20mg- 20mg Film-coated tablet Oral use
Albert Schweitzer Gasse 6, 1140 Wien, |Filmtabletten
Austria

Austria GlaxoSmithKline Pharma GmbH, Paroxetin “GSK” 20mg- |20mg Film-coated tablet Oral use
Albert Schweitzer Gasse 6, 1140 Wien,|Filmtabletten
Austria

Austria GlaxoSmithKline Pharma GmbH, Seroxat 20mg- 20mg Film-coated tablet Oral use
Albert Schweitzer Gasse 6, 1140 Wien, |Filmtabletten
Austria

Austria GlaxoSmithKline Pharma GmbH, Seroxat 2mg/ml-orale 2mg/ml Oral solution Oral use
Albert Schweitzer Gasse 6, 1140 Wien,|Losung
Austria

Austria Hexal Pharma GmbH, Wilhelminenstr. |Paroxat 20mg- 20mg Film-coated tablet Oral use
91, 1160 Wien, Austria Filmtabletten

Austria Hexal Pharma GmbH, Wilhelminenstr. |Paroxat 40mg- 40mg Film-coated tablet Oral use
91, 1160 Wien, Austria Filmtabletten
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Austria Interpharm Produktions Ges.m.b.H., |Paroxetin “Interpharm” |20mg Film-coated tablet Oral use
Dr. Karl Lueger Ring 6, 1010 Wien, |20mg-Filmtabletten
Austria
Austria Lannacher Heilmittel GmbH, Ennos 20mg- 20mg Film-coated tablet Oral use
SchloBplatz 1, 8502 Lannach, Austria |Filmtabletten
Austria Ratiopharm Arzneimittel Vertriebs Paroxetin “ratiopharm”  (20mg Film-coated tablet Oral use
Ges.m.b.H., Albert Schweitzer-Gasse [20mg-Filmtabletten
3, 1140 Wien, Austria
Austria Ratiopharm Arzneimittel Vertriebs Paroxetin “Merckle” 20mg Film-coated tablet Oral use
Ges.m.b.H., Albert Schweitzer-Gasse [20mg-Filmtabletten
3, 1140 Wien, Austria
Austria Sandoz GmbH, Biochemiestralle 10, |Paroxetin “Sandoz” 20mg Tablet Oral use
6250 Kundl/Tirol, Austria 20mg-Tabletten
Austria Sandoz GmbH, Biochemiestrae 10, |Paluxetil 20mg- 20mg Film-coated tablet Oral use
6250 Kundl/Tirol, Austria Filmtabletten
Austria Stada Arzneimittel GmbH, Muthgasse [Parocetan 20mg- 20mg Film-coated tablet Oral use
36, 1190 Wien, Austria Filmtabletten
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Belgium

AKTUAPHARMA N.V.
Ambachtenlaan 13 3001
HEVERLEE, Belgium

SEROXAT

20 mg

Tablet

Oral use

Belgium

BEXAL S. A. Avenue de Tervuren 36
B9 1040 BRUXELLES, Belgium

PAROXETINE BEXAL |20 mg

Film-coated tablet

Oral use

Belgium

BEXAL S. A. Avenue de Tervuren 36
B9 1040 BRUXELLES, Belgium

PAROXETINE BEXAL |40 mg

Film-coated tablet

Oral use

Belgium

EUROGENERICS N.V. Heizel
Esplanade B 22 1020 BRUSSEL,
Belgium

PAROCETAN

20 mg

Film-coated tablet

Oral use

Belgium

EUROGENERICS N.V. Heizel
Esplanade B 22 1020 BRUSSEL,
Belgium

PAROXETINE EG

20 mg

Film-coated tablet

Oral use

Belgium

GLAXO SMITH KLINE S.A. Rue du
Tilleul 13, 1332 GENVAL, Belgium

AROPAX

10 mg

Film-coated tablet

Oral use

Belgium

GLAXO SMITH KLINE S.A. Rue du
Tilleul 13, 1332 GENVAL, Belgium

AROPAX

20 mg

Tablet

Oral use
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Belgium GLAXO SMITH KLINE S.A. Rue du |AROPAX 30 mg Tablet Oral use
Tilleul 13, 1332 GENVAL, Belgium

Belgium GLAXO SMITH KLINE S.A. Rue du |[AROPAX 2mg/ml Oral suspension Oral use
Tilleul 13, 1332 GENVAL, Belgium

Belgium GLAXO SMITH KLINE S.A. Rue du |SEROXAT 10 mg Film-coated tablet Oral use
Tilleul 13, 1332 GENVAL, Belgium

Belgium GLAXO SMITH KLINE S.A. Rue du [SEROXAT 20 mg Tablet Oral use
Tilleul 13, 1332 GENVAL, Belgium

Belgium GLAXO SMITH KLINE S.A. Rue du |[SEROXAT 30 mg Tablet Oral use
Tilleul 13, 1332 GENVAL, Belgium

Belgium GLAXO SMITH KLINE S.A. Rue du [SEROXAT 2mg/ml Oral suspension Oral use
Tilleul 13, 1332 GENVAL, Belgium

Belgium MERCK N.V. Brusselsesteenweg MERCK PAROXETINE |20 mg Film-coated tablet Oral use

288, 3090 OVERIJSE, Belgium
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Belgium MERCK N.V. Brusselsesteenweg MERCK PAROXETINE (30 mg Film-coated tablet Oral use
288, 3090 OVERIJSE, Belgium

Belgium RATIOPHARM S.A. Rue St, Lambert PAROXETINE 20 mg Film-coated tablet Oral use
141 1200 BRUXELLES, Belgium  [RATIOPHARM

Belgium RATIOPHARM S.A. Rue St, Lambert|PAROXETINE 30 mg Film-coated tablet Oral use
141 1200 BRUXELLES, Belgium RATIOPHARM

Belgium SANDOZ N.V. Medialaan 40 1800 |PAROXETINE SANDOZ |20 mg Tablet Oral use
VILVOORDE, Belgium

Belgium TEVA PHARMA BELGIUM PAROXETINE TEVA |20 mg Film-coated tablet Oral use
Laarstraat 16 2610 WILRIJK,
Belgium

Belgium TOPGEN N.V. Demunterlaan 1 1090[PAROXETINE TOPGEN |20 mg Film-coated tablet Oral use
BRUSSEL, Belgium

Cyprus MEDOCHEMIE LTD, P.O.BOX ARKETIS 30 mg Tablet Oral use

51409, 3505 LEMESOS, CYPRUS
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Cyprus C A PAPAELLINA & CO LTD, SEROXAT 30 mg Tablet Oral use
P.0.BOX 24018, LAXIA 1700
LEFKOSIA, CYPRUS
Cyprus MEDOCHEMIE LTD, P.0.BOX ARKETIS 20 mg Tablet Oral use
51409, 3505 LEMESOS, CYPRUS
Cyprus SMITHKLINE BEECHAM PLC SEROXAT 20 mg Tablet Oral use
980 GREAT WEST ROAD
BRENTFORD
MIDDLESEX TWS8 9GS
UK
Czech APOTEX EUROPE LTD., READING, [APO-PAROX 20 mg Film-coated tablet Oral use
Republic Rowan House 41 London Street,
Reading, Berkshire, RG1 4PS, UK
Czech CHEMICAL WORKS OF GEDEON |REMOOD 20 MG 20 mg Film-coated tablet Oral use
Republic RICHTER LTD., 1103 BUDAPEST,
Gyodmrdi ut 19-21, HUNGARY
Czech CHEMICAL WORKS OF GEDEON (REMOOD 30 MG 30 mg Film-coated tablet Oral use
Republic RICHTER LTD., 1103 BUDAPEST,
Gyomroi ut 19-21, HUNGARY
Czech HEXAL A/S, 2650 HVIDOVRE, PAROLEX 20 20 mg Film-coated tablet Oral use
Republic Kanalholmen 8-12, DENMARK
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Czech HEXAL A/S, 2650 HVIDOVRE, PAROLEX 40 40 mg Film-coated tablet Oral use
Republic Kanalholmen 8-12, DENMARK
Czech RATIOPHARM GMBH, ULM, Graf- |PAROXETIN- 20 mg Film-coated tablet Oral use
Republic Arco-Strasse 3, 890 79 Ulm, Germany |RATIOPHARM 20 MG
Czech SMTIHKLINE BEECHAM SEROXAT 20 MG 20 mg Film-coated tablet Oral use
Republic PHARMACEUTICALS, TW8 9EP
Brentford, Middlesex, New Horizont
Court, UK
Czech SMTIHKLINE BEECHAM SEROXAT 30 MG 30 mg Film-coated tablet Oral use
Republic PHARMACEUTICALS, TW8 9EP
Brentford, Middlesex, New Horizont
Court, UK
Denmark 1A Farma A/S, Herstedastervej 27-29, |Paroxetin "1A Farma" 20 mg Film-coated tablet Oral use
DK-2620 Albertslund, Denmark
Denmark 1A Farma A/S, Herstedestervej 27-29, (Paroxetin "1A Farma" 40 mg Film-coated tablet Oral use
DK-2620 Albertslund, Denmark
Denmark Actavis Nordic A/S, Hammervej 7, Paroxetin "Actavis" 20 mg Film-coated tablet Oral use
DK-2970 Hersholm, Denmark
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Denmark Actavis Nordic A/S, Hammervej 7, Paroxetin "Actavis" 30 mg Film-coated tablet Oral use
DK-2970 Hersholm, Denmark
Denmark Alpharma AS, Harbitzalleen 3, N-0212 |Paroxetin "Alpharma" 20 mg Film-coated tablet Oral use
Skoyen, Oslo, Norway
Denmark Betapharm Arzneimittel GmbH, Roxac 20 mg Film-coated tablet Oral use
Steinerne Furt 78, D-86167 Augsburg,
Germany
Denmark Betapharm Arzneimittel GmbH, Roxac 40 mg Film-coated tablet Oral use
Steinerne Furt 78, D-86167 Augsburg,
Germany
Denmark Copyfarm A/S, Energivej 15, DK-5260|Paroxetin "Copyfarm" 20 mg Film-coated tablet Oral use
Odense S, Denmark
Denmark Copyfarm A/S, Energivej 15, DK-5260|Paroxetin "Copyfarm" 30 mg Film-coated tablet Oral use
Odense S, Denmark
Denmark Durascan Medical Products A/S, C. F. |Serodur 20 mg Tablet Oral use
TietgensBoulevard 40, DK-5220
Odense SO, Denmark
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Denmark Generics (UK) Ltd., Station Close, Paroxetin Generics" 20 mg Film-coated tablet Oral use
Potters Bar, UK-EN61TL
Hertfordshire, GB
Denmark Generics (UK) Ltd., Station Close, Pasero 20 mg Film-coated tablet Oral use
Potters Bar, UK-EN61TL
Hertfordshire, GB
Denmark Genthon BV, Microweg 22, NL-6545 |Paroxetin "Genthon" 20 mg Film-coated tablet Oral use
CM Nijmegen, Netherland
Denmark GlaxoSmithKline Pharma A/S, Nyker [Seroxat 20 mg Film-coated tablet Oral use
68, DK-2605 Brendby, Denmark
Denmark GlaxoSmithKline Pharma A/S, Nyker |Seroxat 30 mg Film-coated tablet Oral use
68, DK-2605 Brendby, Denmark
Denmark GlaxoSmithKline Pharma A/S, Nyker [Seroxat 2 mg/ml Oral suspension Oral use
68, DK-2605 Brondby, Denmark
Denmark HEXAL A/S, Kanalholmen 8-12, DK- [Oxetine 20 mg Film-coated tablet Oral use
2650 Hvidovre
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Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Optipar 20 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Optipar 40 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Paroc 20 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Paroc 40 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Denmark HEXAL A/S, Kanalholmen 8-12, DK- [Paroneurin 20 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Paroneurin 40 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Denmark HEXAL A/S, Kanalholmen 8-12, DK- (Paroxetin "HEXAL" 20 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
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Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Paroxetin "HEXAL" 40 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark

Denmark Merck NM AB, Ynglingagatan 14, Paroxetin "Merck NM" (20 mg Film-coated tablet Oral use
11347, P.Box 22033, S-10435
Stockholm, Sweden

Denmark Merck NM AB, Ynglingagatan 14, Paroxetin "Merck NM" (30 mg Film-coated tablet Oral use
11347, P.Box 22033, S-10435
Stockholm, Sweden

Denmark PharmaCoDane ApS, Marielundve;j Paroxetin "PCD" 20 mg Film-coated tablet Oral use
46A, DK-2730 Herlev, Denmark

Denmark Pharmascope Ltd, Medici House, Unit |Meparox 20 mg Film-coated tablet Oral use
107, Ashbourne Industrial Estate,
CoMeath, Ireland

Denmark Pharmascope Ltd, Medici House, Unit |Meparox 30 mg Film-coated tablet Oral use
107, Ashbourne Industrial Estate,
CoMeath, Ireland

Denmark Pharmascope Ltd, Medici House, Unit |Paroscope 20 mg Film-coated tablet Oral use
107, Ashbourne Industrial Estate,
CoMeath, Ireland
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Denmark Pharmascope Ltd, Medici House, Unit |Paroscope 30 mg Film-coated tablet Oral use
107, Ashbourne Industrial Estate,
CoMeath, Ireland
Denmark Ratiopharm GmbH, Graft-Arco-Strasse|Paroxegen 20 mg Film-coated tablet Oral use
3, D-89079 Ulm, Germany
Denmark Ratiopharm GmbH, Graft-Arco-Strasse|Paroxegen 30 mg Film-coated tablet Oral use
3, D-89079 Ulm, Germany
Denmark Ratiopharm GmbH, Graft-Arco-Strasse|Paroxetin "Ratiopharm" |20 mg Film-coated tablet Oral use
3, D-89079 Ulm, Germany
Denmark Ratiopharm GmbH, Graft-Arco-Strasse|Pasorex 20 mg Film-coated tablet Oral use
3, D-89079 Ulm, Germany
Denmark Ratiopharm GmbH, Graft-Arco-Strasse|Sopax 20 mg Film-coated tablet Oral use
3, D-89079 Ulm, Germany
Denmark Sandoz GmbH, Biochemiestrasse 10, |Paroxetin "Sandoz" 20 mg Film-coated tablet Oral use
A-6250 Kundl, Austria
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Denmark Sandoz GmbH, Biochemiestrasse 10, |Paroxetin "Sandoz" 30 mg Film-coated tablet Oral use
A-6250 Kundl, Austria
Denmark Sandoz GmbH, Biochemiestrasse 10, |Paroxetin "Sandoz" 20 mg Tablet Oral use
A-6250 Kundl, Austria
Denmark Scand Pharm Generics AB, Serorex 20 mg Film-coated tablet Oral use
Ynglinagatan 14, S-11347 Stockholm,
Sweden
Denmark Scand Pharm Generics AB, Serorex 30 mg Film-coated tablet Oral use
Ynglinagatan 14, S-11347 Stockholm,
Sweden
Denmark Scand Pharm Generics AB, Seroxetabs 20 mg Film-coated tablet Oral use
Ynglinagatan 14, S-11347 Stockholm,
Sweden
Denmark Synthon BV, Microweg 22, NL-6545 |Euplix 20 mg Film-coated tablet Oral use
CM, Nijmegen, Netherland
Denmark Synthon BV, Microweg 22, NL-6545 |Paroxetin "Synthon" 20 mg Film-coated tablet Oral use
CM, Nijmegen, Netherland
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Denmark

Synthon BV, Microweg 22, NL-6545
CM, Nijmegen, Netherland

Parsyn

20 mg

Film-coated tablet

Oral use

Denmark

Synthon BV, Microweg 22, NL-6545
CM, Nijmegen, Netherland

Varoxetin

20 mg

Film-coated tablet

Oral use

Estonia

Glaxo Group Ltd
Berkeley Avenue,
Greenford
Middlesex TW8 9GS
United Kingdom

PAROXAT

20mg

Film-coated tablet

Oral use

Estonia

Hexal AG
Industriestrasse 25
83607 Holzkirchen
Germany

PAROXETINHEXAL 20 |20mg

Tablet

Oral use

Estonia

Hexal AG
Industriestrasse 25
83607 Holzkirchen
Germany

PAROXETINHEXAL 40 |40mg

Tablet

Oral use

Estonia

Richter

Gyomro6i ut 19-21
H-1103 Budapest X
Hungary

REXETIN

20mg

Tablet

Oral use

Estonia

Richter

Gyomrdi ut 19-21
H-1103 Budapest X
Hungary

REXETIN 30MG

30mg

Tablet

Oral use
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Estonia SmithKline Beecham SEROXAT 30mg Coated tablet Oral use
980 Great West Road, Brentford
Middlesex TW8 9GS
United Kingdom

Estonia SmithKline Beecham SEROXAT 20mg Tablet Oral use
980 Great West Road, Brentford
Middlesex TW8 9GS
United Kingdom

Finland Actavis Nordic A/S, Hammervej 7, Paroxetin Actavis 20 mg Film-coated tablet Oral use
2970 HORSHOLM, Denmark

Finland Actavis Nordic A/S, Hammervej 7, Paroxetin Actavis 30 mg Film-coated tablet Oral use
2970 HORSHOLM, Denmark

Finland Alpharma A/S, Harbitzalleen 3, 158  |Paroxetin Alpharma 20 mg Film-coated tablet Oral use
Skoyen, 0212 Oslo, Norway

Finland Apotex Europe Ltd, Rowan House, 41 |Paroxetin Apotex 20 mg Film-coated tablet Oral use
London Street, Reading, BERKSHIRE
RG14PS, United Kingdom

Finland Copyfarm A/S, Energivej 15, 5260 Paroxetin Copyfarm 20 mg Film-coated tablet Oral use
ODENSE S, Denmark
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Finland Copyfarm A/S, Energivej 15, 5260 Paroxetin Copyfarm 30 mg Film-coated tablet Oral use
ODENSE S, Denmark
Finland DuraScan Medical Products AS, C. F. |Serodur 20 mg Tablet Oral use
Tietgens Boulevard 40, DK-5220
ODENSE S@, Denmark
Finland Generics (UK) Limited, Station Close, |Paroxetin Generics 20 mg Film-coated tablet Oral use
Potters Bar, HERTFORDSHIRE EN6
1T, UK
Finland Genthon BV, Microweg 22, 65450 CM [PAROXETIN 20 mg Film-coated tablet Oral use
NIJMEGEN, the Netherlands AVANSOR
Finland GlaxoSmithKline Oy, Piispansilta 9 A, [Paroksetiini 20 mg Film-coated tablet Oral use
02231 Espoo, Finland Glaxosmithkline
Finland Hexal A/S, Kanalholmen 8-12, 2650 |Optipar 20 mg Film-coated tablet Oral use
HVIDOVRE, Denmark
Finland Hexal A/S, Kanalholmen 8-12, 2650  |Optipar 40 mg Film-coated tablet Oral use
HVIDOVRE, Denmark
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Finland Pharmcom Oy, Keijuméki 6 B 30, Parox 20 mg Film-coated tablet Oral use
02130 Espoo, Finland
Finland Ratiopharm GmbH, Graf-Arco-Strasse |Paroxetin Ratiopharm 20 mg Film-coated tablet Oral use
3, 89079 Ulm, Germany
Finland Ratiopharm GmbH, Graf-Arco-Strasse |Hiemalix 20 mg Film-coated tablet Oral use
3, 89079 Ulm, Germany
Finland Sandoz GmbH, Biochemiestrasse 10, [Paroxetin Sandoz 20 mg Tablet Oral use
6250 KUNDL, Germany
Finland SmithKline Beecham Plc, 980 Great  [Seroxat 2 mg/ml Oral suspension Oral use
West Road, BRENTFORD,
MIDDLESEX TW8 9GS, UK
Finland SmithKline Beecham Plc, 980 Great  [Seroxat 20 mg Film-coated tablet Oral use
West Road, BRENTFORD,
MIDDLESEX TW8 9GS, UK
Finland STADA Arzneimittel AG, Stadastrasse [Paroxetin Stada 20 mg Film-coated tablet Oral use
2-18,61118 BAD VILBEL, Germany
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France CHIESI DIVARIUS 20 mg Film-coated tablet Oral use
11, avenue Dubonnet
92400 Courbevoie
France

France G GAM Paroxetine G GAM 20 mg Film-coated tablet Oral use
Europarc

33, rue Auguste Perret
94042 Créteil Cedex
France

France G GAM Paroxetine G GAM 40 mg Film-coated tablet Oral use
Europarc

33, rue Auguste Perret
94042 Créteil Cedex
France

France GLAXOSMITHKLINE DEROXAT 20mg Film-coated tablet Oral use
100 route de Versailles
78163 Marly le roi cedex
France

France GLAXOSMITHKLINE DEROXAT 20mg/10ml Oral suspension Oral use
100 route de Versailles
78163 Marly le roi cedex
France

France GLAXOSMITHKLINE Paroxetine BGR 20 mg Film-coated tablet Oral use
100 route de Versailles
78163 Marly le roi cedex
France

France GLAXOSMITHKLINE Paroxetine GSK 20mg/10ml Oral suspension Oral use
100 route de Versailles
78163 Marly le roi cedex
France
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France

KIRON PHARMACEUTICA
Groesbeekseweg 11

6524 CK

Nijmegen

The Netherlands

Paroxetine Kiron

20 mg

Film-coated tablet

Oral use

France

Merck generiques

34 rue Saint Romain
69359 Lyon cedex 08
France

Paroxetine Merck

20 mg

Film-coated tablet

Oral use

France

PAUCOURT

100 route de Versailles
78163 Marly le roi cedex
France

Paroxetine Paucourt

20mg/10ml

Oral suspension

Oral use

France

PAUCOURT

100 route de Versailles
78163 Marly le roi cedex
France

Paroxetine Paucourt

20 mg

Film-coated tablet

Oral use

France

QUALIMED

34 rue Saint Romain
69359 Lyon cedex 08
France

paroxetine Qualimed

20 mg

Film-coated tablet

Oral use

France

RATIOPHARM
Graf Arco Strasse 3
89079 Ulm
Germany

Paroxetine Ratiopharm

20 mg

Film-coated tablet

Oral use

France

SAINT GERMAIN

100 route de Versailles
78163 Marly le roi cedex
France

Paroxetine Saint-Germain

20mg/10ml

Oral suspension

Oral use
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France SAINT GERMAIN Paroxetine Saint-Germain (20 mg Film-coated tablet Oral use
100 route de Versailles
78163 Marly le roi cedex
France

France SANDOZ Paroxetine Sandoz 20 mg Film-coated tablet Oral use
49 avenue Georges Pompidou
92300 Levallois-Perret
France

France Winthrop Medicaments Paroxetine Irex 20 mg Film-coated tablet Oral use
9 Bd Romain Rolland
75 159 Paris cedex 14
France

Germany 1 A Pharma GmbH Paroxetin - 1 A Pharma |20 mg Film-coated tablet Oral use
Keltenring 1 + 3 20 mg Filmtabletten
D-82041 Oberhaching

Germany 1 A Pharma GmbH Paroxetin - 1 A Pharma |40 mg Film-coated tablet Oral use
Keltenring 1 + 3 40 mg Filmtabletten
D-82041 Oberhaching

Germany AbZ-Pharma Paroxetin AbZ 20 mg 20 mg Film-coated tablet Oral use
Graf-Arco-Str. 3 Filmtabletten
D-89079 Ulm

Germany Aliud Pharma GmbH & Co.KG Paroxetin AL 20 mg 20 mg Film-coated tablet Oral use
Postfach 1380 Filmtabletten
D-89146 Laichingen
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Germany Alpharma-ISIS GmbH & Co. KG Paroxetin-Isis 20 mg 20 mg Film-coated tablet Oral use
Elisabeth-Selbert-Str. 1 Filmtabletten
D-40764 Langenfeld

Germany AWD.pharma GmbH & Co. KG Paroxetin AWD 20 mg |20 mg Film-coated tablet Oral use
Leipziger Str. 7-13 Filmtabletten
D-01097 Dresden

Germany Basics GmbH PAROXETIN BASICS |20 mg Film-coated tablet Oral use
Hemmelrather Weg 201 20mg Filmtabletten
D-51377 Leverkusen

Germany Betapharm Arzneimittel GmbH Paroxetin beta 20 mg 20 mg Film-coated tablet Oral use
Kobelweg 95 Filmtabletten
D-86156 Augsburg

Germany Betapharm Arzneimittel GmbH Paroxetin beta 40 mg 40 mg Film-coated tablet Oral use
Kobelweg 95 Filmtabletten
D-86156 Augsburg

Germany Biomo pharma GmbH paroxetin-biomo 20mg {20 mg Film-coated tablet Oral use
Josef-Dietzgen-Str. 3
D-53773 Hennef

Germany ct-Arzneimittel GmbH paroxetin von ct 20 mg {20 mg Film-coated tablet Oral use
Lengeder Str. 42a Filmtabletten
D-13407 Berlin
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Germany Esparma GmbH Aroxetin 20 mg Film-coated tablet Oral use
Postfach 1461
D-30945 Magdeburg

Germany Generics (UK) Ltd. Pasero 20 mg 20 mg Film-coated tablet Oral use
Frankfurter Str. 129a Filmtabletten
D-64293 Darmstadt

Germany GlaxoSmithKline GmbH & Co. KG  |Paroxat 20mg 20 mg Film-coated tablet Oral use
Theresienhoehe 11 Filmtabletten
D-80339 Muenchen

Germany GlaxoSmithKline GmbH & Co. KG  [Paroxetin beta 20mg 20 mg Film-coated tablet Oral use
Theresienhoehe 11
D-80339 Muenchen

Germany GlaxoSmithKline GmbH & Co. KG  |Paxil Filmtabletten 20 mg Film-coated tablet Oral use
Theresienhoehe 11
D-80339 Muenchen

Germany GlaxoSmithKline GmbH & Co. KG  [Paxil Suspension 2 mg Oral suspension Oral use
Theresienhoehe 11
D-80339 Muenchen

Germany GlaxoSmithKline GmbH & Co. KG  |Oxepar Suspension 2 mg Oral suspension Oral use
Theresienhoehe 11
D-80339 Muenchen
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Germany

GlaxoSmithKline GmbH & Co. KG
Theresienhoehe 11
D-80339 Muenchen

Seroxat Filmtabletten

20 mg

Film-coated tablet

Oral use

Germany

GlaxoSmithKline GmbH & Co. KG
Theresienhoehe 11
D-80339 Muenchen

Tagonis Filmtabletten

20 mg

Film-coated tablet

Oral use

Germany

GlaxoSmithKline GmbH & Co. KG
Theresienhoehe 11
D-80339 Muenchen

Seroxat Suspension

Oral suspension

Oral use

Germany

GlaxoSmithKline GmbH & Co. KG
Theresienhoehe 11
D-80339 Muenchen

Tagonis Suspension

Oral suspension

Oral use

Germany

Hennig Arzneimittel GmbH & Co.KG
Postfach 1240
D-65433 Floersheim

Depar

20 mg

Film-coated tablet

Oral use

Germany

Heumann Pharma GmbH & Co.
Generica KG

Suedwestpark 50

D-90449 Nuernberg

Paroxetin Heumann 20
mg Filmtabletten

20 mg

Film-coated tablet

Oral use

Germany

HEXAL AG
Postfach 1263
D-83602 Holzkirchen

Paroxat 20 mg
Filmtabletten

20 mg

Film-coated tablet

Oral use
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Germany HEXAL AG Paroxat 40 mg 40 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-83602 Holzkirchen

Germany HEXAL AG Paroc 20 mg Filmtabletten |20 mg Film-coated tablet Oral use
Postfach 1263
D-83602 Holzkirchen

Germany HEXAL AG Paroc 40 mg Filmtabletten |40 mg Film-coated tablet Oral use
Postfach 1263
D-83602 Holzkirchen

Germany HEXAL AG Roxac 20 mg 20 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-83602 Holzkirchen

Germany HEXAL AG Roxac 40 mg 40 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-83602 Holzkirchen

Germany Holsten Pharma GmbH Paroxetin Holsten 20 mg Film-coated tablet Oral use
Im Buergerstock 7
D-79241 Thringen

Germany [IP-Institut fuer industrielle Pharmazie |Trapar 20 mg Film-coated tablet Oral use
Benzstr. 2 a
D-63741 Aschaffenburg
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Germany IIP-Institut fuer industrielle Pharmazie |Osepar 20 mg Film-coated tablet Oral use
Benzstr. 2 a
D-63741 Aschaffenburg

Germany Merck dura GmbH paroxedura 20 mg 20 mg Film-coated tablet Oral use
Postfach 100635 Filmtabletten
D-64206 Darmstadt

Germany Merck dura GmbH paroxedura 30 mg 30 mg Film-coated tablet Oral use
Postfach 100635 Filmtabletten
D-64206 Darmstadt

Germany Neuraxpharm Arzneimittel GmbH &  |Paroxetin-neuraxpharm |20 mg Film-coated tablet Oral use
Co.KG 20 mg Filmtabletten
Postfach 400455
D-40244 Langenfeld

Germany Ratiopharm GmbH Paroxetin-ratiopharm 20 mg Film-coated tablet Oral use
Graf-Arco-Strasse 3 20mg Filmtabletten
D-89070 Ulm

Germany Ratiopharm GmbH Paroxetin-ratiopharm 20 |20 mg Film-coated tablet Oral use
Graf-Arco-Strasse 3 mg Filmtabletten
D-89070 Ulm

Germany Ratiopharm GmbH Paroxetin-ratiopharm 30 (30 mg Film-coated tablet Oral use
Graf-Arco-Strasse 3 mg Filmtabletten
D-89070 Ulm
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Germany Sandoz Pharmaceuticals GmbH Paroxetin Sandoz 20 mg |20 mg Film-coated tablet Oral use
Dieselstr. 5 Filmtabletten
D-70839 Gerlingen

Germany Sandoz Pharmaceuticals GmbH Paroxetin Sandoz 20 mg |20 mg Tablet Oral use
Dieselstr. 5 Tabletten
D-70839 Gerlingen

Germany SIEMENS & CO Paroxetin Lindo 20 mg |20 mg Film-coated tablet Oral use
Postfach 1262 Filmtabletten
D-56119 Bad Ems

Germany SIEMENS & CO Paroxetin Lindo 40 mg |40 mg Film-coated tablet Oral use
Postfach 1262 Filmtabletten
D-56119 Bad Ems

Germany STADA Arzneimittel AG Paroxistad 20 mg 20 mg Film-coated tablet Oral use
Stadastr. 2-18 Filmtabletten
D-61118 Bad Vilbel

Germany Stadapharm GmbH Paroxetin STADA 20 mg |20 mg Film-coated tablet Oral use
Stadastr. 2-18 Filmtabletten
D-61118 Bad Vilbel

Germany Synthon B.V. Euplix 20 mg 20 mg Film-coated tablet Oral use
Microweg 22 Filmtabletten
NL-6545 CM Nijmegen
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Germany TAD Pharma GmbH Paroxetin TAD 20 mg 20 mg Film-coated tablet Oral use
Postfach 720 Filmtabletten
D-27457 Cuxhaven

Germany Winthrop Arzneimittel GmbH ParoLich 20 mg 20 mg Film-coated tablet Oral use
Industriestr. 10 Filmtabletten
D-82256 Fuerstenfeldbruck

Greece ALLEN FARMAKEUTIKI AE, PAXINOL 10mg/5ml Oral suspension Oral use
34 Filellinon Street, 15232 Halandri,
Greece

Greece ALLEN FARMAKEUTIKI AE, PAXINOL 20mg Film-coated tablet Oral use
34 Filellinon Street, 15232 Halandri,
Greece

Greece ALLEN FARMAKEUTIKI AE, PAXINOL 30mg Film-coated tablet Oral use
34 Filellinon Street, 15232 Halandri,
Greece

Greece GLAXOSMITHKLINE AEBE, 266 |SEROXAT 20mg Film-coated tablet Oral use
Kifissias Av 15232 Halandri, Greece

Greece GLAXOSMITHKLINE AEBE, 266 [SEROXAT 30mg Film-coated tablet Oral use
Kifissias Av 15232 Halandri, Greece
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Greece GLAXOSMITHKLINE AEBE, 266 |SEROXAT 10mg/5ml Oral suspension Oral use
Kifissias Av 15232 Halandri, Greece

Hungary Apotex Europe Ltd., Rowan House, 41 |]APODEPI 20 mg 20mg Film-coated tablet Oral use
London Street, Reading Berkshire UK- |filmtabletta
RG14PS

Hungary Generics UK Ltd. Potters Bar Darks ~ [PAROGEN 20 mg 20mg Film-coated tablet Oral use
Lane Albany Gate, Hertfordshire, UK |filmtabletta
EN6 1AG

Hungary Glaxo Smith Kline Kft., Csorsz u. 43. |PAROXAT 20 mg 20mg Tablet Oral use
MOM Park Gesztenyés torony, 1124 |tabletta
Budapest, Hungary

Hungary Glaxo Smith Kline Kft., Csorsz u. 43. [PAROXAT 30 mg 30mg Tablet Oral use
MOM Park Gesztenyés torony, 1124  |tabletta
Budapest, Hungary

Hungary Glaxo Smith Kline Kft., Csorsz u. 43. [PAROXAT szirup 2 mg/ml Syrup Oral use
MOM Park Gesztenyés torony, 1124
Budapest, Hungary

Hungary Glaxo Smith Kline Kft., Csorsz u. 43. [PAROXETIN-ratiopharm |20mg Film-coated tablet Oral use
MOM Park Gesztenyés torony, 1124 |20 mg filmtabletta
Budapest, Hungary
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Hungary Glaxo Smith Kline Kft., Csorsz u. 43. |SEROXAT 20 mg tabletta|20mg Tablet Oral use
MOM Park Gesztenyés torony, 1124
Budapest, Hungary
Hungary Hexal Hungaria Kft., Timar u. 20, PARETIN 20 mg 20mg Film-coated tablet Oral use
1034 Budapest, Hungary filmtabletta
Hungary Hexal Hungaria Kft., Timar u. 20, PARETIN 40 mg 40mg Film-coated tablet Oral use
1034 Budapest, Hungary filmtabletta
Hungary [TP-Institut fiir Industrielle Pharmacie [PARHUN filmtabletta 20mg Film-coated tablet Oral use
Kreuznacher str. 1, Stromberg, D-
55442, Germany
Hungary Ratiopharm Hungary Kft., Uzsoki it |PAROXETIN-ratiopharm |20mg Film-coated tablet Oral use
36/A, 1145 Budapest (Hungary) 20 mg filmtabletta
Hungary Richter Gedeon Rt., Gyomroi at 19-21, |REXETIN 20 mg 20mg Film-coated tablet Oral use
1103 Budapest, Hungary filmtabletta
Hungary Richter Gedeon Rt., Gyomroi at 19-21, |REXETIN 30 mg 30mg Film-coated tablet Oral use
1103 Budapest, Hungary filmtabletta
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Iceland Actavis hf., Reykjavikurvegi 76-78,  |Paxetin 20 mg Film-coated tablet Oral use
220 Hafnarfjorour, Iceland
Iceland Actavis hf., Reykjavikurvegi 76-78,  |Paroxat 10 mg Film-coated tablet Oral use
220 Hafnarfjorour, Iceland
Iceland Actavis hf., Reykjavikurvegi 76-78,  |Paroxat 20 mg Film-coated tablet Oral use
220 Hafnarfjérour, Iceland
Iceland Actavis hf., Reykjavikurvegi 76-78,  |Paroxat 30 mg Film-coated tablet Oral use
220 Hafnarfjoérour, Iceland
Iceland Gerard Laboratories Ltd., 35/36 Paroxetin NM Pharma 20 mg Film-coated tablet Oral use
Baldoyle Industrial Estate, Grange
Road, Dublin 13, Ireland
Iceland GlaxoSmithKline ehf., Pverholt 14 Seroxat 2 mg/ml Oral solution Oral use
Box 5499, 125 Reykjavik, Iceland.
Iceland GlaxoSmithKline ehf., bverholt 14 Seroxat 20 mg Tablets Oral use
Box 5499, 125 Reykjavik, Iceland.
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Iceland Synthon BV, Microweg 22, Euplix 20 mg Film-coated tablet Oral use
P.O. Box 7071
6503 GN Nijmegen, Holland
Ireland McDermott Laboratories Ltd t/a Paxt 20 mg Film-coated tablet Oral use
Gerard Laboratories, 35 Baldoyle
Industrial Estate, Grange Road, Dublin
13 TIreland
Ireland McDermott Laboratories Ltd t/a Paxt 30 mg Film-coated tablet Oral use
Gerard Laboratories, 35 Baldoyle
Industrial Estate, Grange Road, Dublin
13 Ireland
Ireland Rowex Ltd, Bantry, Co. Cork, Ireland |Parox 20 mg Film-coated tablet Oral use
Ireland Rowex Ltd, Bantry, Co. Cork, Ireland |Paroxetine 40 mg Film-coated tablet Oral use
Ireland Apotex Europe Ltd, 41 London Street |Paroser 20 mg Film-coated tablet Oral use
Reading, Berkshire , RG1 4PS UK
Ireland Genthon B.V., Microweg 22, 6545 CM |Meloxat 20mg Film-coated tablet Oral use
Nijmegen, The Netherlands
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Ireland

GlaxoSmithKline (Ireland) Ltd
Stonemasons Way, Rathfarnham,
Dublin 16, Ireland

Paroxetine

20 mg

Oral suspension

Oral use

Ireland

GlaxoSmithKline (Ireland) Ltd
Stonemasons Way, Rathfarnham,
Dublin 16, Ireland

Seroxat

10 mg

Oral suspension

Oral use

Ireland

GlaxoSmithKline (Ireland) Ltd
Stonemasons Way, Rathfarnham,
Dublin 16, Ireland

Seroxat

20 mg

Oral suspension

Oral use

Ireland

GlaxoSmithKline (Ireland) Ltd
Stonemasons Way, Rathfarnham,
Dublin 16, Ireland

Seroxat

30 mg

Oral suspension

Oral use

Ireland

Norton Healthcare Limited, Albert

Basin, Royal Docks, London, E16 2QJ,

UK

Paroxetine

20 mg

Coated tablet

Oral use

Ireland

Norton Healthcare Limited, Albert

Basin, Royal Docks, London, E16 2QJ,

UK

Paroxetine

30 mg

Coated tablet

Oral use

Italy

Abbott S.p.A.

Via Pontina km 52

04010 Campoverde - Latina
Italy

Sereupin

20 mg

Film-coated tablet

Oral use
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Italy

Abbott S.p.A.

Via Pontina km 52

04010 Campoverde - Latina
Italy

Sereupin

2 mg/ml

Oral solution

Oral use

Italy

Angelini S.p.A.
Viale Amelia, 70
00181 Roma
Italy

Daparox

20 mg

Film-coated tablet

Oral use

Italy

Apotex Europe Limited
41 London Street
Reading Berkshire UK

Paroxetina Apotex Europe|20 mg

Film-coated tablet

Oral use

Italy

EG S.p.A.

Via Domenico Scarlatti, 31
20124 Milano

Italy

Paroxetina EG

20 mg

Film-coated tablet

Oral use

Italy

Glaxosmithkline S.p.A.
Via A. Fleming, 2
37135 Verona

Italy

Seroxat

20 mg

Film-coated tablet

Oral use

Italy

Glaxosmithkline S.p.A.
Via A. Fleming, 2
37135 Verona

Italy

Seroxat

2 mg/ml

Oral solution

Oral use

Italy

Hexal S.p.A.

Via Paracelso,16

20041 Agrate Brianza - Milano
Italy

Paroxetina Hexal

20 mg

Film-coated tablet

Oral use
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Italy

Merck Generics Italia S.p.A.

Via Aquileia, 35

20092 Cinisello Balsamo - Milano
Italy

Paroxetina Merck
Generics

20 mg

Film-coated tablet

Oral use

Italy

Ratiopharm Italia S.r.1.
Viale Monza, 20
20128 Milano

Italy

Paroxetina Ratiopharm

20 mg

Film-coated tablet

Oral use

Italy

Sandoz S.p.A.

Largo Umberto Boccioni, 1
21040 Origgio - Varese
Italy

Paroxetina Sandoz

20 mg

Film-coated tablet

Oral use

Italy

Valda Laboratori Farmaceutici S.p.A.

Via Zambeletti
20021 Baranzate di Bollate - Milano
Italy

Eutimil

20 mg

Film-coated tablet

Oral use

Italy

Valda Laboratori Farmaceutici S.p.A.

Via Zambeletti
20021 Baranzate di Bollate - Milano
Italy

Eutimil

2 mg/ml

Oral solution

Oral use

Latvia

Gedeon Richter LTD,
Gyomroi 19-21
H-1103, Budapest
Hungary

Rexetin

20 mg

Film-coated tablet

Oral use

Latvia

Gedeon Richter LTD,
Gyomroi 19-21
H-1103, Budapest
Hungary

Rexetin

30 mg

Film-coated tablet

Oral use
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Latvia

Glaxo Group Limited,
Greenford, Middlesex,
UB6 ONN

UK

Paroxat

10 mg

Coated tablet

Oral use

Latvia

Glaxo Group Limited,
Greenford, Middlesex,
UB6 ONN

UK

Paroxat

20 mg

Coated tablet

Oral use

Latvia

Glaxo Group Limited,
Greenford, Middlesex,
UB6 ONN

UK

Paroxat

30 mg

Coated tablet

Oral use

Latvia

GlaxoSmithKline Latvia STA
Bruninieku iela 5
LV -1001

Seroxat

10 mg

Coated tablet

Oral use

Latvia

GlaxoSmithKline Latvia SIA
Bruninieku iela 5
LV -1001

Seroxat

20 mg

Coated tablet

Oral use

Latvia

GlaxoSmithKline Latvia SIA
Bruninieku iela 5
LV -1001

Seroxat

30 mg

Coated tablet

Oral use

Latvia

Hexal AG,
Indusstriestrasse 25
Holczkirhen,
D-83607

Germany

Paroxetin Hexal

20 mg

Coated tablet

Oral use
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Latvia Hexal AG, Paroxetin Hexal 40 mg Coated tablet Oral use
Indusstriestrasse 25
Holczkirhen,
D-83607
Germany

Latvia Medochemie Ltd, P.O. Box 51409 Arketis 20 mg Tablet Oral use
CY — 3505 Limassol
Cypruss

Lithuania Gedeon Richter Ltd., 1103 Budapest, [Rexetin 20 mg Film-coated tablet Oral use
Gyomroi ut 19-21, Hungary

Lithuania Gedeon Richter Ltd., 1103 Budapest, [Rexetin 30 mg Film-coated tablet Oral use
Gyomroi ut 19-21, Hungary

Lithuania Hexal AG, Industriestrasse 25, D-8367 [ParoxetinHEXAL 20 20 mg Film-coated tablet Oral use
Holzkirchen, Germany

Lithuania Hexal AG, Industriestrasse 25, D-8367 |ParoxetinHEXAL 40 40 mg Film-coated tablet Oral use
Holzkirchen, Germany

Lithuania SmithKline Beecham plc, SB House, [Seroxat 20 mg Film-coated tablet Oral use
Great West road, Brentford ,
Middlesex, United Kingdom
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Lithuania

SmithKline Beecham plc, SB House,
Great West road, Brentford ,
Middlesex, United Kingdom

Seroxat

30 mg

Film-coated tablet

Oral use

Luxembourg

EUROGENERICS N.V. Heizel
Esplanade B 22 B-1020 BRUSSEL,
Belgium

PAROXETINE-
EUROGENERICS

20 mg

Film-coated tablet

Oral use

Luxembourg

GLAXO SMITH KLINE S.A. Rue du
Tilleul 13, B-1332 GENVAL,
Belgium

SEROXAT

20 mg

Tablet

Oral use

Luxembourg

GLAXO SMITH KLINE S.A. Rue du
Tilleul 13, B-1332 GENVAL,
Belgium

SEROXAT

30 mg

Tablet

Oral use

Luxembourg

GLAXO SMITH KLINE S.A. Rue du
Tilleul 13, B-1332 GENVAL,
Belgium

SEROXAT

20mg/10ml

Suspension

Oral use

Luxembourg

GLAXO SMITH KLINE S.A. Rue du
Tilleul 13, B-1332 GENVAL,
Belgium

AROPAX

20 mg

Tablet

Oral use

Luxembourg

GLAXO SMITH KLINE S.A. Rue du
Tilleul 13, B-1332 GENVAL,
Belgium

AROPAX

30 mg

Tablet

Oral use
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Luxembourg [GLAXO SMITH KLINE S.A. Rue du [AROPAX 20mg/10ml Suspension Oral use
Tilleul 13, B-1332 GENVAL,
Belgium

Luxembourg [HEXAL AG, Industriestrasse 25, D- [PAROXAT 20 mg Coated tablet Oral use
8367 Holzkirchen, Germany

Luxembourg [HEXAL AG, Industriestrasse 25, D-  [PAROXAT 40 mg Coated tablet Oral use
8367 Holzkirchen, Germany

Luxembourg |MERCK S.A., Brusselsesteenweg 288,|MERCK PAROXETINE (20 mg Film-coated tablet Oral use
B-3090 OVERIIJSE, Belgium

Luxembourg [MERCK S.A., Brusselsesteenweg 288,MERCK PAROXETINE (30 mg Film-coated tablet Oral use
B-3090 OVERIJSE, Belgium

Luxembourg |RATIOPHARM S.A. Rue St, Lambert | PAROXETINE 20 mg Film-coated tablet Oral use
141 B-1200 BRUXELLES, Belgium [RATIOPHARM

Luxembourg [SANDOZ S.A., Telecom Gardens, PAROXETINE 20 mg Tablet Oral use
Medialaan 40 B-1800 VILVOORDE, [SANDOZ

Belgium
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Luxembourg [TOPGEN E.S.V., E. Demunterlaan 1, [PAROXETINE 20 mg Film-coated tablet Oral use
B-1090 Bruxelles, Belgium TOPGEN

Malta Actavis hf, Reykjavikurvegur 78, 220, |Paxetin 20mg Tablet Oral use
Hafnarfjordur, Iceland

Malta Smithkline Beecham Plc, SB House, |Seroxat 20mg Coated tablet Oral use
Great West Road, Bentford TW8 9BD
Middlesex, UK

Netherlands Alpharma B.V. Paroxetine Dumex O.F. |20 mg Film-coated tablet Oral use
Postbus 313 20 mg tabletten,
3740 AH Baarn, The Netherlands filmomhulde tabletten

Netherlands Alpharma B.V. Paroxetine Dumex O.F. (30 mg Film-coated tablet Oral use
Postbus 313 30 mg tabletten,
3740 AH Baarn, The Netherlands filmomhulde tabletten

Netherlands Alpharma B.V. Paroxetine Dumex O.F. |2 mg/ml Oral solution Oral use
Postbus 313 suspensie 2 mg/ml,
3740 AH Baarn, The Netherlands suspensie voor oraal

gebruik

Netherlands Apothecon B.V. Paroxetine 20 A, 20 mg Film-coated tablet Oral use
Postbus 324 filmomhulde tabletten 20
3770 AH Barneveld, The Netherlands |mg
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Netherlands Apothecon B.V. Paroxetine Suspensie A, (2 mg/ml Oral solution Oral use
Postbus 324 suspensie voor oraal
3770 AH Barneveld, The Netherlands |gebruik 2 mg/ml

Netherlands Apothecon B.V. Paroxetine HCl-anhydraat (20 mg Tablet Oral use
Postbus 324 20 A, tabletten 20 mg
3770 AH Barneveld, The Netherlands

Netherlands Centrafarm Services B.V. Paroxetine CF 20 mg, 20 mg Film-coated tablet Oral use
Postbus 289 filmomhulde tabletten
4870 AG Etten Leur, The Netherlands

Netherlands Centrafarm Services B.V. Paroxetine CF 30 mg, 30 mg Film-coated tablet Oral use
Postbus 289 filmomhulde tabletten
4870 AG Etten Leur, The Netherlands

Netherlands Centrafarm Services B.V. Paroxetine CF 2 mg/ml, |2 mg/ml Oral solution Oral use
Postbus 289 suspensie voor oraal
4870 AG Etten Leur, The Netherlands |gebruik

Netherlands Genfarma B.V. Paroxetine Gf 20 mg, 20 mg Coated tablet Oral use
Postbus 2062 omhulde tabletten
1500 GB Zaandam, The Netherlands

Netherlands Genfarma B.V. Paroxetine Gf 2 mg/ml |2 mg/ml Oral solution Oral use
Postbus 2062 suspensie, suspensie voor
1500 GB Zaandam, The Netherlands |oraal gebruik
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Netherlands Genfarma B.V. Paroxetine Gf 20 mg, 20 mg Film-coated tablet Oral use
Postbus 2062 filmomhulde tabletten
1500 GB Zaandam, The Netherlands

Netherlands Genfarma B.V. Paroxetine Gf 40 mg, 40 mg Film-coated tablet Oral use
Postbus 2062 filmomhulde tabletten
1500 GB Zaandam, The Netherlands

Netherlands Genfarma B.V. Paroxetine Gf 20 mg, 20 mg Tablet Oral use
Postbus 2062 tabletten
1500 GB Zaandam, The Netherlands

Netherlands GenRx B.V. Paroxetine 20, tabletten |20 mg Tablet Oral use
Postbus 75 20 mg
6920 AB Duiven, The Netherlands

Netherlands Genthon B.V. Paroxetine 20 mg, 20 mg Film-coated tablet Oral use
Postbus 7071 filmomhulde tabletten
6503 GN Nijmegen, The Netherlands

Netherlands GlaxoSmithKline B.V. Seroxat 20 mg tablet, 20 mg Film-coated tablet Oral use
Postbus 780 filmomhulde tabletten
3700 AT Zeist, The Netherlands

Netherlands GlaxoSmithKline B.V. Seroxat Suspensie 2 2 mg/ml Oral solution Oral use
Postbus 780 mg/ml, suspensie voor
3700 AT Zeist, The Netherlands oraal

gebruik
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Netherlands GlaxoSmithKline B.V. Paroxetine Tablet OF, 20 mg Film-coated tablet Oral use
Postbus 780 filmomhulde tabletten 20
3700 AT Zeist, The Netherlands mg

Netherlands GlaxoSmithKline B.V. Paroxetine Suspensie OF, (2 mg/ml Oral solution Oral use
Postbus 780 suspensie voor oraal
3700 AT Zeist, The Netherlands gebruik 2 mg/ml

Netherlands GlaxoSmithKline B.V. Seroxat 30 mg tablet, 30 mg Film-coated tablet Oral use
Postbus 780 filmomhulde tabletten
3700 AT Zeist, The Netherlands

Netherlands GlaxoSmithKline B.V. Seroxat 10 mg tablet, 10 mg Film-coated tablet Oral use
Postbus 780 filmomhulde tabletten
3700 AT Zeist, The Netherlands

Netherlands GlaxoSmithKline B.V. Paroxetine GSK 20 mg, |20 mg Film-coated tablet Oral use
Postbus 780 filmomhulde tabletten
3700 AT Zeist, The Netherlands

Netherlands GlaxoSmithKline B.V. Paroxetine GSK 30 mg, |30 mg Film-coated tablet Oral use
Postbus 780 filmomhulde tabletten
3700 AT Zeist, The Netherlands

Netherlands GlaxoSmithKline B.V. Paroxetine GSK suspensie |2 mg/ml Oral solution Oral use
Postbus 780 2 mg/ml, suspensie voor
3700 AT Zeist oraal gebruik
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Netherlands GlaxoSmithKline B.V. Paroxetine GSK 10 mg |10 mg Film-coated tablet Oral use
Postbus 780 tablet, filmomhulde
3700 AT Zeist, The Netherlands tabletten

Netherlands Hexal B.V. Paroxetine 20 mg, 20 mg Film-coated tablet Oral use
Postbus 251 filmomhulde tabletten

2180 AG Hillegom, The Netherlands

Netherlands Hexal B.V. Paroxetine 40 mg, 40 mg Film-coated tablet Oral use
Postbus 251 filmomhulde tabletten
2180 AG Hillegom, The Netherlands

Netherlands Hexal B.V. Paroxetine 20 mg OF, 20 mg Coated tablet Oral use
Postbus 251 omhulde tabletten
2180 AG Hillegom, The Netherlands

Netherlands Hexal B.V. Paroxetine suspensie 2 2 mg/ml Oral solution Oral use
Postbus 251 mg/ml OF, suspensie voor
2180 AG Hillegom, The Netherlands |oraal gebruik

Netherlands I.C.C.B.V. Paroxetine 20 mg, 20 mg Tablet Oral use
Postbus 75 tabletten
6920 AB Duiven, The Netherlands

Netherlands Merck Generics BV Paroxetine Merck 20 mg, (20 mg Tablet Oral use
Dieselweg 25 tabletten
3752 LB Bunschoten, The Netherlands
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Netherlands Merck Generics BV Paroxetine Merck 20 mg, (20 mg Film-coated tablet Oral use
Dieselweg 25 filmomhulde tabletten
3752 LB Bunschoten, The Netherlands

Netherlands Merck Generics BV Paroxetine Merck 30 mg, (30 mg Film-coated tablet Oral use
Dieselweg 25 filmomhulde tabletten
3752 LB Bunschoten, The Netherlands

Netherlands Merck Generics BV Paroxetine Merck 2 mg/ml Oral solution Oral use
Dieselweg 25 suspensie 2 mg/ml,
3752 LB Bunschoten, The Netherlands |suspensie voor oraal
gebruik
Netherlands Pharmachemie B.V. Paroxetine 20 PCH, 20 mg Film-coated tablet Oral use
Postbus 552 filmomhulde tabletten 20

2003 RN Haarlem, The Netherlands  |mg

Netherlands Pharmachemie B.V. Paroxetine suspensie 2 2 mg/ml Oral solution Oral use
Postbus 552 mg/ml PCH, suspensie
2003 RN Haarlem, The Netherlands  [voor oraal gebruik

Netherlands Sandoz B.V. 20 mg Film-coated tablet Oral use
Postbus 216 Paroxetine Sandoz 20,
1380 AE Weesp, The Netherlands filmomhulde tabletten 20
mg
Netherlands Sandoz B.V. Paroxetine Sandoz 20, 20 mg Tablet Oral use
Postbus 216 tabletten 20 mg

1380 AE Weesp, The Netherlands
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Norway Actavis Nordic A/S, Hammervej 7, Paroxetin Actavis 20 mg Film-coated tablet Oral use
DK- 2970 Hersholm, Denmark
Norway Actavis Nordic A/S, Hammervej 7, Paroxetin Actavis 30 mg Film-coated tablet Oral use
DK- 2970 Hersholm, Denmark
Norway Alpharma AS, P.O.Box 158 Skeyen, |Paroxetin Alpharma 20 mg Film-coated tablet Oral use
NO-0212 Oslo, Norway
Norway Copyfarm AS, Energivej 15, DK 5260 [Paroxetin Copyfarm 20 mg Film-coated tablet Oral use
Odense S, Denmark
Norway Copyfarm AS, Energivej 15, DK 5260 |Paroxetin Copyfarm 30 mg Film-coated tablet Oral use
Odense S, Denmark
Norway Durascan Medical Products AS, C. F. [Serodur 20 mg Tablet Oral use
Tietgens Boulevard 40, DK-5220
Odense SO, Denmark
Norway GlaxoSmithKline AS, P.O.Box 180 |Paroxetin 10 mg Film-coated tablet Oral use
Vinderen, NO-0319 Oslo, Norway GlaxoSmithKline
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Norway GlaxoSmithKline AS, P.O.Box 180 |Paroxetin 20 mg Film-coated tablet Oral use
Vinderen, NO-0319 Oslo, Norway GlaxoSmithKline
Norway GlaxoSmithKline AS, P.O.Box 180  |Seroxat 10 mg Film-coated tablet Oral use
Vinderen, NO-0319 Oslo, Norway
Norway GlaxoSmithKline AS, P.O.Box 180 |Seroxat 20 mg Film-coated tablet Oral use
Vinderen, NO-0319 Oslo, Norway
Norway GlaxoSmithKline AS, P.O.Box 180 Paroxat 10 mg Film-coated tablet Oral use
Vinderen, NO-0319 Oslo, Norway
Norway GlaxoSmithKline AS, P.O.Box 180 Paroxat 20 mg Film-coated tablet Oral use
Vinderen, NO-0319 Oslo, Norway
Norway Hexal A/S, Kanalholmen 8-12, DK-  [Paroxetin Hexal 20 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Norway Hexal A/S, Kanalholmen 8-12, DK-  |Paroxetin Hexal 40 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
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Norway Merck NM AB, Box 25033, SE-104 35|Paroxetin Merck NM 20 mg Film-coated tablet Oral use
Stockholm, Sweden
Norway Nycomed Pharma AS, P.O.Box 205, |Paroxetin Nycomed 20 mg Film-coated tablet Oral use
NO-1372 Asker, Norway
Norway Ratiopharm GmbH, Graf-Arco-Strasse |Paroxetin Ratiopharm 20 mg Film-coated tablet Oral use
3, DE-89079 Ulm, Germany
Norway Sandoz GmbH, Biochemiestrasse 10, |Paroxetin Sandoz 20 mg Tablet Oral use
6250 Kundl, Austria
Norway Stada Arzneimittel AG, Stada Strasse [Paroxetin Stada 20 mg Film-coated tablet Oral use
2-18, DE-61118 Bad Vilbel, Germany
Poland Gedeon Richter Ltd., Gyomoroi ut 19- |Rexetin 20 mg Coated tablet Oral use
21, H-1103 Budapeszt, HU
Poland GlaxoSmithKline Export Ltd., 980 Seroxat 20 mg Coated tablet Oral use
Great West Road, TW8 9GS
Brendford, Middlesex, UK
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Poland GlaxoSmithKline Export Ltd., 980 Seroxat 30 mg Coated tablet Oral use
Great West Road, TW8 9GS
Brendford, Middlesex, UK

Poland Hexal Polska Sp. z 0.0., UL Paxtin 20 20 mg Coated tablet Oral use
Domaniewska 50 C, 02-672
Warszawa, Poland

Poland Hexal Polska Sp. z 0.0., UL Paxtin 40 40 mg Coated tablet Oral use
Domaniewska 50 C, 02-672
Warszawa, Poland

Poland Pliva Krakéw Zaktady Deprozel 20 mg 20 mg Coated tablet Oral use
Farmaceutyczne S.A., ul. Mogilska 80
31-546 Krakow, Poland

Poland Ratiopharm GmbH, Graf-Arco-Strasse |Paxeratio 20 mg Coated tablet Oral use
3, 89-079 Ulm, DE

Portugal Irex - Promogdo e Comercializa¢do de [Paroxetina Irex 20 mg 20 mg Film-coated tablet Oral use
Produtos Farmacéuticos, Lda, Praca  |Comprimidos Revestidos
Duque de Saldanha n.° 1 - 4° E 1050-
094 Lisboa Portugal

Portugal toLife - Produtos Farmacéuticos, S.A., |Paroxetina toLife 20 mg |20 mg Film-coated tablet Oral use
Estrada Consiglieri Pedroso n°® 71, 5° D [Comprimidos
- Queluz de Baixo 2730-055 Barcarena
Portugal
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Portugal AlenFarma - Especialidades Paroxetina AlenFarma 20 (20 mg Film-coated tablet Oral use
Farmacéuticas, Lda., Rua Dr. Anténio |mg Comprimidos
Loureiro Borges, 3, Arquiparque - Revestidos

Miraflores 1495-131 Algés Portugal

Portugal Alpharma ApS, Rua Virgilio Correia, |Paroxetina Alpharma 20 (20 mg Coated tablet Oral use
11-A 1600-219 Lisboa Portugal mg Comprimidos

Portugal Alter, S.A., Estrada Marco do Grilo - |Paroxetina Alter 20 mg (20 mg Film-coated tablet Oral use
Zemouto 2830 Coina Portugal Comprimidos Revestidos

Portugal Angenérico Produtos Farmacéuticos  |Parox 20 mg Film-coated tablet Oral use

Genéricos, Lda., Rua Jodo Chagas, n°
53 - 3° Piso 1495-072 Algés Portugal

Portugal Beecham Portuguesa - Produtos Paroxetina Beecham 20 mg Film-coated tablet Oral use
Farmacéuticos e Quimicos, Lda., Rua |Portuguesa 20 mg
Dr. Antoénio Loureiro Borges n.°3 -  |Comprimidos Revestidos
Arquiparque - Miraflores 1495-131
Algés Portugal

Portugal Bexal Produtos Farmacéuticos S.A.,  |Paroxetina Bexal 20 mg (20 mg Film-coated tablet Oral use
Rua Prof. Ricardo Jorge, 5 A - Comprimidos Revestidos

Miraflores 1495-153 Algés Portugal  |por Pelicula
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Portugal Farmoz - Sociedade Técnico- Paroxetina Farmoz 20 mg (20 mg Film-coated tablet Oral use
Medicinal, S.A., Rua Prof. Henrique de|Comprimidos Revestidos
Barros, Edificio Sagres, 3°A 2685-338
Prior Velho Portugal

Portugal Genedec - Medicamentos Genéricos, |Paroxetina Genedec 20 |20 mg Film-coated tablet Oral use
Lda., Rua Sebastido e Silva, 56 2745- |mg Comprimidos
838 Massama Portugal

Portugal Generis Farmaceéutica, S.A., Rua José |Paroxetina Generis 20 mg |20 mg Film-coated tablet Oral use
Galhardo, n.° 3 1750-131 Lisboa Comprimidos Revestidos
Portugal

Portugal Germed Farmacéutica, Lda.Edificio  [Paroxetina Germed 20 mg |20 mg Film-coated tablet Oral use

Monsanto - Rua Alto do Montijo, 13 - |Comprimidos Revestidos
1° Dto. 2790-012 Portela de Carnaxide

Portugal GlaxoSmithkline Produtos Seroxat 20 mg Film-coated tablet Oral use
Farmacéuticos, Lda., Rua Dr. Anténio
Loureiro Borges, n° 3 - Arquiparque -
Miraflores 1495-131 Algés Portugal

Portugal GlaxoSmithkline Produtos Seroxat 2 mg/ml Oral suspension Oral use
Farmacéuticos, Lda., Rua Dr. Antonio
Loureiro Borges, n° 3 - Arquiparque -
Miraflores 1495-131 Algés Portugal

Portugal GlaxoSmithkline Produtos Seroxat 10 mg 10 mg Film-coated tablet Oral use
Farmacéuticos, Lda., Rua Dr. Anténio |comprimidos revestidos
Loureiro Borges, n° 3 - Arquiparque -
Miraflores 1495-131 Algés Portugal
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Portugal Instituto Luso-Farmaco, Lda., Rua Dr. |Calmus 20 mg Film-coated tablet Oral use
Antonio Loureiro Borges n.° 3 -
Arquiparque - Miraflores 1495-131
Algés Portugal

Portugal Instituto Luso-Farmaco, Lda., Rua Dr. |Oxepar 2 mg/ml Oral suspension Oral use
Antonio Loureiro Borges n.° 3 -
Arquiparque - Miraflores 1495-131
Algés Portugal

Portugal Jaba Farmaceéutica, S.A., Edificio Jaba |Denerval 20 mg Film-coated tablet Oral use
- Rua da Tapada Grande, 2 - Zona
Industrial da Abrunheira 2710-089

Sintra Portugal
Portugal Labesfal - Laboratorios Almiro, S.A., |Paroxetina Labesfal 20 (20 mg Film-coated tablet Oral use
3465-051 Campo de Besteiros Portugal|mg Comprimidos
Revestidos
Portugal Laboratério Normal - Produtos Paroxetina Normal 20 mg (20 mg Tablet Oral use

Farmacéuticos, S.A., Rua do Centro  |comprimidos
Empresarial, Edificio 8 - Quinta da
Beloura 2710-444 Sintra Portugal

Portugal Laboratorios Azevedos - Industria Oxepar 20 mg Film-coated tablet Oral use
Farmacéutica, S.A., Estrada Nacional
117-2 2724-503 Alfragide Portugal

Portugal Medibial - Produtos Médicos e Paxetil 20 mg Film-coated tablet Oral use
Farmacéuticos, S.A., A Av. da
Siderurgia Nacional 4745-457 S.
Mamede do Coronado Portugal
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Portugal Medibial - Produtos Medicos e Paxetil 2 mg/ml Oral suspension Oral use
Farmacéuticos, S.A., A Av. da
Siderurgia Nacional 4745-457 S.
Mamede do Coronado Portugal

Portugal Mepha - Investigacao, Paroxetina Mepha 20 mg (20 mg Film-coated tablet Oral use
Desenvolvimento e Fabricacao Comprimidos Revestidos
Farmacéutica, Lda., Rua Elias Garcia,
n°® 28 - C, Edificio 4 - Venda Nova
2701-355 Amadora Portugal

Portugal Merck Genéricos - Produtos Paroxetina Merck 20 mg Film-coated tablet Oral use
Farmacéuticos, Lda., Rua Alfredo da |Genéricos 20 mg
Silva, 3 - C - 4° 1300-040 Lisboa Comprimidos Revestidos
Portugal

Portugal Merck, S.A., Rua Alfredo da Silva, 3- |Paxpar 20 mg Film-coated tablet Oral use
C 1300-040 Lisboa Portugal

Portugal Pentafarma - Sociedade Técnico- Paroxetina Pentafarma 20 (20 mg Film-coated tablet Oral use
Medicinal, S.A., Rua Prof. Henrique dejmg Comprimidos
Barros, Edificio Sagres, 5° A 2685-338 |Revestidos
Prior Velho Portugal

Portugal Ratiopharm - Comércio e Industria de |Paroxetina ratiopharm 20 (20 mg Film-coated tablet Oral use
Produtos Farmacéuticos, Lda., Edificio |mg Comprimidos
Tejo - 6° Piso - Rua Quinta do Pinheiro
2790-143 Carnaxide Portugal

Portugal Sandoz GmbH, Biochemiestrasse, 10 |Paroxetina Sandoz 20 mg |20 mg Film-coated tablet Oral use
A-6250 Kundl Austria Comprimidos
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Portugal Tecnimede - Sociedade Técnico- Paroxetina Egostar 20 mg (20 mg Film-coated tablet Oral use
Medicinal, S.A., Rua Prof. Henrique de|comprimidos revestidos
Barros - Edificio Sagres, 3° A 2685-
338 Prior Velho Portugal
Portugal Tecnimede - Sociedade Técnico- Paroxetina Tecnimede 20 |20 mg Film-coated tablet Oral use
Medicinal, S.A., Rua Prof. Henrique dejmg Comprimidos
Barros - Edificio Sagres, 3° A 2685-  |Revestidos
338 Prior Velho Portugal
Portugal Vetiquima - Produtos Quimicos, Lda. |Paroxetina Doblexam 20 (20 mg Film-coated tablet Oral use
Estrada Nacional 10, Km 140,260 mg Comprimidos
2696-901 Bobadela Portugal Revestidos
Slovak A/S GEA Farmaceutisk Fabrik, Holger [PAROLEX 20 20mg Film-coated tablet Oral use
Republic Danskaes Vej 89, DK - 2000
Fraderiksberg
Slovak A/S GEA Farmaceutisk Fabrik, Holger PAROLEX 40 40mg Film-coated tablet Oral use
Republic Danskaes Vej 89, DK - 2000
Fraderiksberg
Slovak Gedeon Richter Ltd., Gyomroi ut 19- [REMOOD 20mg 20mg Film-coated tablet Oral use
Republic 21, HU - 1103 Budapest
Slovak Gedeon Richter Ltd., Gyomroi ut 19- |REMOOD 30mg 30mg Film-coated tablet Oral use
Republic 21, HU - 1103 Budapest
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Slovak Generics[UK] Ltd., Station Close, PARETIN 20mg 20mg Film-coated tablet Oral use
Republic Potters Bar, , UK - Herts EN6 1TL
Slovak GlaxoSmithKline Slovakia s.r.0. SEROXAT 20mg tbl flm |20mg Film-coated tablet Oral use
Republic Vajnorska 100/A, SK-841 01
Bratislava
Slovak GlaxoSmithKline Slovakia s.r.0. SEROXAT 30mg tbl flm |30mg Film-coated tablet Oral use
Republic Vajnorska 100/A, SK-841 01
Bratislava
Slovak Ratiopharm GmbH , Gras-Orco-Strasse|Paroxetin-ratiopharm®  [20mg Film-coated tablet Oral use
Republic 3,D-890 79 Ulm 20mg
Slovenia GlaxoSmithKline d.o.o., druzba za PAROXAT 20 mg Film-coated tablet Oral use
promet s farmacevtskimi izdelki,
Knezov stradon 90, SI-1000 Ljubljana,
Slovenia
Slovenia GlaxoSmithKline d.o.o., druzba za PAROXAT 30 mg Film-coated tablet Oral use
promet s farmacevtskimi izdelki,
Knezov stradon 90, SI-1000 Ljubljana,
Slovenia
Slovenia GlaxoSmithKline d.o.o., druzba za SEROXAT 20 mg Film-coated tablet Oral use
promet s farmacevtskimi izdelki,
Knezov stradon 90, SI-1000 Ljubljana,
Slovenia
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Slovenia GlaxoSmithKline d.o.o., druzba za SEROXAT 30 mg Film-coated tablet Oral use
promet s farmacevtskimi izdelki,
Knezov stradon 90, SI-1000 Ljubljana,
Slovenia

Slovenia Merck, Proizvodnja in prodaja PAROGEN 20 mg Film-coated tablet Oral use
farmacevtskih in kemijskih
proizvodov, d.o.o0., Dunajska 156, SI-
1000 Ljubljana, Slovenia

Spain A/S GEA FARMACEUTISK PAROXETINA HEXAL |20 mg Film-coated tablet Oral use
FABRIK, Kananlholmen, 8-12, 20 mg
Hvidovre, DK-2650

Spain A/S GEA FARMACEUTISK PAROXETINA HEXAL |40 mg Film-coated tablet Oral use
FABRIK, Kananlholmen, 8-12, 40 mg
Hvidovre, DK-2650

Spain ACOST COMERCIAL GENERIC-  |PAROXETINA ACOST |20 mg Coated tablet Oral use
PHARMA, Ferraz, 10. 1° Izq., Madrid, |20 MG COMPRIMIDOS
28008, Spain RECUBIERTOS

Spain BEXAL FARMACEUTICA, S.A, PAROXETINA BEXAL |20 mg Film-coated tablet Oral use
Ventura Rodriguez, 7 - 5% planta,
Madrid (spain), 28008, Spain

Spain DAVUR, S.L., Teide, 4-planta baja. ~ |Paroxetina Davur 20 mg Coated tablet Oral use
Poligono Empresarial La Marina, San
Sebastian de los Reyes, 28700, Spain
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Spain FAES FARMA, S.A., Maximo MOTIVAN 20 mg, 20 mg Film-coated tablet Oral use
Aguirre, 14., Lamiaco-Lejona, 48940, |Comprimidos
Spain

Spain FARMA LEPORI, S.A., Osi, 7-9, PARATONINA 20 mg Coated tablet Oral use

Barcelona, 08034, Spain

Spain FOURNIER, S.A., Centro Empresarial [CASBOL 20 mg 20 mg Film-coated tablet Oral use
Euronova. Ronda de Poniente, 16, 2° |comprimidos con cubierta
A, Tres Cantos, 28760, Spain pelicular
Spain GLAXOSMITHKLINE, S.A., Severo [SEROXAT 20 mg 20 mg Film-coated tablet Oral use
Ochoa, 2, Tres Cantos, 28760, Spain  [comprimidos con cubierta
pelicular
Spain KERN PHARMA, S.L., Venus, 72. PAROXETINA KERN 2020 mg Coated tablet Oral use

Poligono Industrial Colon II., Terrassa, |mg comprimidos
08228, Spain

Spain LAB. ANGENERICO, S.L Osio, 7-9 |Daparox 20 mg Film-coated tablet Oral use
08034 Barcelona, Spain

Spain LABORATORIO STADA, S.L., PAROXETINA BAYVIT |20 mg Coated tablet Oral use
Frederic Mompou, 5, Sant Just 20MG COMPRIMIDOS
Desvern, 08960, Spain RECUBIERTOS
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Spain LABORATORIOS ALTER, S.A., PAROXETINA ALTER |20 mg Film-coated tablet Oral use
Mateo Inurria, 30., Madrid, 28036, 20 mg comprimidos con
Spain cubierta pelicular
Spain LABORATORIOS BELMAC, S.A., |Xetin 20 mg Coated tablet Oral use
Teide, 4-planta baja. Poligono
Empresarial La Marina, San Sebastian
de los Reyes, 28700, Spain
Spain LABORATORIOS DECROX, S.A., |PAROXETINA 20 mg Film-coated tablet Oral use
Crta. Sevilla-Malaga Km 5,6, Alcalda |DECROX 20 mg
de Guadaira, 41500, Spain comprimidos recubiertos
con pelicula
Spain LABORATORIOS PEREZ Paroxetina CUVE 20 mg |20 mg Coated tablet Oral use
GIMENEZ, Glorieta Farmaceutico comprimidos recubiertos
Perez Gimenez, 1., Cordoba, 14007,
Spain
Spain LITAPHAR, S.A., Orendaundi, 9, PAROXETINA APHAR (20 mg Coated tablet Oral use
Guipuzcoa, 20730, Spain 20 mg COMPRIMIDOS
Spain MERCK GENERICOS, S.L, CTRA.N-|Paroxetina MERCK 20 (20 mg Coated tablet Oral use
152,KM 19 - POLIGONO MERCK, [mg comprimidos
Mollet del Valles, 08100, Spain recubiertos
Spain MUNDOGEN FARMA, S.A., Severo |PAROXETINA 20 mg Film-coated tablet Oral use
Ochoa, 2 Tres Cantos, Spain MUNDOGEN 20 mg
comprimidos con cubierta
pelicular
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Spain NOVARTIS FARMACEUTICA, S.A.,[FROSINOR 20 mg 20 mg Film-coated tablet Oral use
Gran Via de les Corts Catalanes, 764, [comprimidos con cubierta
Barcelona, 08013, Spain pelicular

Spain RATIOPHARM ESPANA, S.A., Paroxetina ratiopharm 20 mg Coated tablet Oral use
Avda. de Burgos, 16 D - 5* Planta
28036 Madrid, Spain

Spain RIMAFAR, S.L., Pol. Ind. Malpica Paroxetina Rimafar 20 mg Coated tablet Oral use
Calle C, N° 4, Zaragoza (spain), 50016,
Spain

Spain SANDOZ FARMACEUTICA, S.A., |PAROXETINA 20 mg Coated tablet Oral use
Gran Via de les Corts Catalanes, 764, [SANDOZ 20 MG
Barcelona, 08013, Spain COMPRIMIDOS

Spain TAMARANG, S.A, Balmes, 84 - 4°-2* [PAROXETINA 20 mg Coated tablet Oral use
Barcelona, Spain APOTEX-FARMA

Spain TAMARANG, S.A, Balmes, 84 - 4°-2*,[PAROXETINA 20 mg Coated tablet Oral use
Barcelona ( Spain), 08008, Spain TAMARANG

Spain TARBIS FARMA, S.L., Gran Via PAROXETINA TARBIS |20 mg Film-coated tablet Oral use
Carlos 111, 94, Barcelona, 08028, Spain |20 MG COMPRIMIDOS

RECUBIERTOS CON
PELICULA
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Spain USO RACIONAL, S.L., Ferraz, 10 - 1°([PAROXETINA UR 20 20 mg Coated tablet Oral use
Izda., Madrid, 28008, Spain MG COMPRIMIDOS

Sweden Actavis Nordic A/S Hammervej 7 DK- |Paroxetin Actavis 20 mg Film-coated tablet Oral use
2970 Horsholm Danmark (DNK)

Sweden Alpharma AS, P.O. Box 158 Skéyen |Paroxetin Alpharma 20 mg Film-coated tablet Oral use
N-0212 Oslo Norge (NOR)

Sweden Apotex Europe Ltd Rowan House 41, [Paroxetin IVAX 20 mg Film-coated tablet Oral use
London Street Reading, Berkshire RG1
4PS Storbritannien och Nordirland
(GBR)

Sweden AWD.pharma GmbH & Co. KG Paroximed 20 mg Film-coated tablet Oral use
Lepziger Strasse 7-13 D-01097
Dresden Tyskland (DEU)

Sweden DuraScan Medical Products A/S Serodur 20 mg Tablet Oral use
C.F.Tietgens Boulevard 40 DK-5220
Odense SO Danmark (DNK)

Sweden Gerard Laboratories 35/36 Baldoyle  [Paroxetin Scand Pharm |20 mg Film-coated tablet Oral use
Industrial Estate Grange Road Dublin
13 Irland (IRL)
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Sweden GlaxoSmithKline AB Box 263 431 23 |Seroxat 20 mg Film-coated tablet Oral use
MolIndal Sverige (SWE)
Sweden GlaxoSmithKline AB Box 263 431 23 |Seroxat 2 mg/ml Oral suspension Oral use
Molndal Sverige (SWE)
Sweden GlaxoSmithKline AB Box 263 431 23 |Paroxetin ratiopharm 20 mg Film-coated tablet Oral use
MolIndal Sverige (SWE)
Sweden GlaxoSmithKline AB Box 263 431 23 (Paroxat 20 mg Film-coated tablet Oral use
MolIndal Sverige (SWE)
Sweden GlaxoSmithKline AB Box 263 431 23 |Meradel 20 mg Film-coated tablet Oral use
MolIndal Sverige (SWE)
Sweden GlaxoSmithKline AB Box 263 431 23 |Eoxat 20 mg Film-coated tablet Oral use
Molndal Sverige (SWE)
Sweden GlaxoSmithKline AB Box 263 431 23 |Seroxat 10 mg Film-coated tablet Oral use
MolIndal Sverige (SWE)
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Sweden GlaxoSmithKline AB Box 263 431 23 |Paroxetin ratiopharm 10 mg Film-coated tablet Oral use
MolIndal Sverige (SWE)
Sweden Heumann Pharma GmbH & Co. Deoxatine 20 mg Film-coated tablet Oral use
Generica KG Siidwestpark 50 DE-
90449 Niirnberg Tyskland (DEU)
Sweden Hexal A/S Kanalholmen 8-12 2650 Paroxetin HEXAL 20 mg Film-coated tablet Oral use
Hvidovre Danmark (DNK)
Sweden Hexal A/S Kanalholmen 8-12 2650 Paroxetin HEXAL 40 mg Film-coated tablet Oral use
Hvidovre Danmark (DNK)
Sweden Medis Danmark A/S H. C. Andersens |Paroxetin Medis 20 mg Film-coated tablet Oral use
Boulevard 2 DK-1780 Képenhamn
Danmark (DNK)
Sweden Medis Danmark A/S H. C. Andersens |Paroxetabs 20 mg Film-coated tablet Oral use
Boulevard 2 DK-1780 Képenhamn
Danmark (DNK)
Sweden Medis Danmark A/S H. C. Andersens |Paraxodil 20 mg Film-coated tablet Oral use
Boulevard 2 DK-1780 Kdépenhamn
Danmark (DNK)
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Sweden Medis Danmark A/S H. C. Andersens |Primoxatine 20 mg Film-coated tablet Oral use
Boulevard 2 DK-1780 Kopenhamn
Danmark (DNK)

Sweden Medis Danmark A/S H. C. Andersens |Titroxatine 20 mg Film-coated tablet Oral use
Boulevard 2 DK-1780 Képenhamn
Danmark (DNK)

Sweden Neuraxpharm Arzneimittel GmbH Isoxatine 20 mg Film-coated tablet Oral use
u.Co.KG Elisabeth-Selbert Strasse 23
40764 Langenfeld Tyskland (DEU)

Sweden ratiopharm GmbH Graf-Arco-Strasse 3 |Paroxin 20 mg Film-coated tablet Oral use
DE-89079 Ulm Tyskland (DEU)

Sweden Sandoz GmbH Biochemiestrasse 10  |Paroxetin Sandoz 20 mg Tablet Oral use
AT-6250 Kundl Osterrike (AUT)

Sweden Stada Arzneimittel AG Stadastrasse 2- |Parocetan 20 mg Film-coated tablet Oral use
18 DE-61118 Bad Vilbel Tyskland
(DEU)

Sweden Stada Arzneimittel AG Stadastrasse 2- [Paroxiflex 20 mg Film-coated tablet Oral use
18 DE-61118 Bad Vilbel Tyskland
(DEU)

CHMP/117014/2005 467/573 ©EMEA 2005




Member State (Marketing Authorisation Holder Invented Name Strength Pharmaceutical form Route of administration
Sweden Stada Arzneimittel AG Stadastrasse 2- |Paroxistad 20 mg Film-coated tablet Oral use
18 DE-61118 Bad Vilbel Tyskland
(DEU)
Sweden Synthon BV Microweg 22 6545 CM  |Euplix 20 mg Film-coated tablet Oral use
Nijmegen Nederldanderna (NLD)
Sweden TAD Pharma GmbH Heinz-Lohmann- |Medoxatine 20 mg Film-coated tablet Oral use
Strasse 5 DE-27472 Cuxhaven
Tyskland (DEU)
Sweden Winthrop Arzneimittel GmbH, Mediparox 20 mg Film-coated tablet Oral use
Indusitriestrasse 10, D-82256
Furstenfelbruck, Germany
United Alpharma Limited; Whiddon Valley; |Paroxetine 20mg Tablet Oral use
Kingdom Barnstaple; Devon EX32 8NS; UK
United Alpharma Limited; Whiddon Valley; |Paroxetine 30mg Tablet Oral use
Kingdom Barnstaple; Devon EX32 8NS; UK
United Apotex Europe Limited, Rowan Paroxetine 20mg Tablet Oral use
Kingdom House, 41 London Street, Reading,
Berks RG1 4PS; UK
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United Generics (UK) Limited; Albany Gate; |Paroxetine 20mg Tablet Oral use
Kingdom Darkes Lane; Potters Bar, Herts EN6

1AG; UK
United Generics (UK) Limited; Albany Gate; |Paroxetine 30mg Tablet Oral use
Kingdom Darkes Lane; Potters Bar, Herts EN6

1AG; UK
United Hexal A/S, Kanalholmen 8-12, Paroxetine 20mg Tablet Oral use
Kingdom Hvidovre, DK-2650, Denmark
United Hexal A/S, Kanalholmen 8-12, Paroxetine 40mg Tablet Oral use
Kingdom Hvidovre, DK-2650, Denmark
United Norton Healthcare Limited; Ivax Quay;|Paroxetine 20mg Tablet Oral use
Kingdom Albert Basin; Royal Docks; London

E16 2QJ; UK
United Pharmascope Limited, Unit 107, Paroxetine 20mg Tablet Oral use
Kingdom Ashbourne Industrial Estate,

Ashbourne, Co. Meath, Republic of

Ireland
United Pharmascope Limited, Unit 107, Paroxetine 30mg Tablet Oral use
Kingdom Ashbourne Industrial Estate,

Ashbourne, Co. Meath, Republic of

Ireland
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United Ratiopharm UK Limited, 5 Jackson Paroxetine 20mg Tablet Oral use
Kingdom Close, Grove Road, Cosham,
Portsmouth, Hants PO6 1UP; UK
United Sandoz Limited; 37 Woolmer Way; Paroxetine 20mg Tablet Oral use
Kingdom Bordon, Hants GU35 9QE, UK
United Schein Pharmaceutical UK Limited, |Paroxetine 20mg Tablet Oral use
Kingdom Benham Valence, Newbury, Berks
RG20 8LU; UK
United SmithKline Beecham Phamraceuticals [Seroxat 20mg Tablet Oral use
Kingdom Limited, Stockley Park West,
Uxbridge, Middx UBI11 1BT, UK
United SmithKline Beecham Phamraceuticals [Seroxat 30mg Tablet Oral use
Kingdom Limited, Stockley Park West,
Uxbridge, Middx UBI11 1BT, UK
United SmithKline Beecham Phamraceuticals [Seroxat Oral Suspension |2mg/ml Oral Suspension Oral use
Kingdom Limited, Stockley Park West,
Uxbridge, Middx UBI11 1BT, UK
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Austria Pfizer Corporation Austria Ges.m.b.H., |Edronax 2mg-Tabletten [2mg Tablet Oral use
Seidengasse 33-35, 1070 Wien,
Austria
Austria Pfizer Corporation Austria Ges.m.b.H., |Edronax 4mg-Tabletten |4mg Tablet Oral use
Seidengasse 33-35, 1070 Wien,
Austria
Austria Pfizer Corporation Austria Ges.m.b.H., |Reboxetine 2 mg 2mg Tablet Oral use
Seidengasse 33-35, 1070 Wien, “Pharmacia & Upjohn™-
Austria Tabletten
Austria Pfizer Corporation Austria Ges.m.b.H., |Reboxetine 4 mg 4mg Tablet Oral use
Seidengasse 33-35, 1070 Wien, “Pharmacia & Upjohn”-
Austria Tabletten
Belgium PHARMACIA N.V. Rijksweg 12 2870 |[Edronax 2 mg Tablet Oral use
Puurs, Belgium
Belgium PHARMACIA N.V. Rijksweg 12 2870 |Edronax 4 mg Tablet Oral use
Puurs, Belgium
Belgium PHARMACIA N.V. Rijksweg 12 2870 |Reboxetine Pharmacia 2 mg Tablet Oral use
Puurs, Belgium
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Belgium PHARMACIA N.V. Rijksweg 12 2870 |Reboxetine Pharmacia 4 mg Tablet Oral use
Puurs, Belgium
Czech PHARMACIA LTD., MILTON EDRONAX 4 MG N Tablet Oral use
Republic KEYNES, Davy Avenue, Knowlhill,
MKS5 8PH KnoMilton Keynes, UK
Denmark Pfizer ApS, Lautrupvang 8, DK-2750 |Edronax 2g Tablet Oral use
Ballerup, Denmark
Denmark Pfizer ApS, Lautrupvang 8, DK-2750 |Edronax 4g Tablet Oral use
Ballerup, Denmark
Denmark Pfizer ApS, Lautrupvang 8, DK-2750 |Reboxetin "Pfizer" 2g Tablet Oral use
Ballerup, Denmark
Denmark Pfizer ApS, Lautrupvang 8, DK-2750 |Reboxetin "Pfizer" 4¢g Tablet Oral use
Ballerup, Denmark
Estonia PHARMACIA ENTERPRISES S.A.6 [EDRONAX 4mg Tablet Oral use
Circuit de la Foire Internationale
L-1347 Luxembourg
G.D. De Luxembourg
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Finland Pfizer Oy, Tietokuja 4, 00330 Edronax 2 mg Tablet Oral use
HELSINKI, Finland
Finland Pfizer Oy, Tietokuja 4, 00330 Edronax 4 mg Tablet Oral use
HELSINKI, Finland
Finland Pfizer Oy, Tietokuja 4, 00330 Reboxetine Pharmacia & (2 mg Tablet Oral use
HELSINKI, Finland Upjohn
Finland Pfizer Oy, Tietokuja 4, 00330 Reboxetine Pharmacia & |4 mg Tablet Oral use
HELSINKI, Finland Upjohn
Germany Merz Pharmaceuticals GmbH Solvex 4 mg Tabletten 4 mg Tablet Oral use
Eckenheimer Landstr. 100-104
D-60318 Frankfurt am Main
Germany Pharmacia GmbH Edronax 2 mg Tabletten |2 mg Tablet Oral use
Pfizerstr. 1
D-76139 Karlsruhe
Germany Pharmacia GmbH Edronax 4 mg Tabletten (4 mg Tablet Oral use
Pfizerstr. 1
D-76139 Karlsruhe
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Hungary Pfizer Kft.1123 Bp, Alkotas u. 53., EDRONAX 4 mg tabletta (4mg Tablet Oral use
MOM Park F épiilet
Iceland Pfizer Aps, Lautrupvang 8, DK 2750 |Edronax 2 mg Tablet Oral use
Ballerup, Danmark
Iceland Pfizer Aps, Lautrupvang 8, DK 2750 |Edronax 4 mg Tablet Oral use
Ballerup, Danmark
Ireland Pharmacia Ireland Limited, PO Box  |Edronax 2 mg Tablet Oral use
1752, Airways Industrial Estate,
Dublin 17 Ireland
Ireland Pharmacia Ireland Limited, PO Box  |Edronax 4 mg Tablet Oral use
1752, Airways Industrial Estate,
Dublin 17 Ireland
Ireland Pharmacia Ireland Limited, PO Box  |Reboxetine 2 mg Tablet Oral use
1752, Airways Industrial Estate,
Dublin 17 Ireland
Ireland Pharmacia Ireland Limited, PO Box  |Reboxetine 4 mg Tablet Oral use
1752, Airways Industrial Estate,
Dublin 17 Ireland
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Italy

Bracco S.p.A.
Via E. Folli, 50
20134 Milano
Italy

Davedax

4 mg

Tablet

Oral use

Italy

Bracco S.p.A.
Via E. Folli, 50
20134 Milano
Italy

Davedax

Tablet

Oral use

Italy

Pharmacia Italia S.p.A.
Via Valbondione 113
00188 Roma

Edronax

Tablet

Oral use

Italy

Pharmacia Italia S.p.A.
Via Valbondione 113
00188 Roma

Edronax

Tablet

Oral use

Italy

Pharmacia Limited

WRS-EUCAN Regulatory Affairs
Walton Oaks, Dorking Road, Walton
on the Hill, Tadworth, Surrey KT20
NS, UK

Reboxetina Pharmacia

Tablet

Oral use

Italy

Pharmacia Limited

WRS-EUCAN Regulatory Affairs
Walton Oaks, Dorking Road, Walton
on the Hill, Tadworth, Surrey KT20
NS, UK

Reboxetina Pharmacia

Tablet

Oral use
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Latvia Pharmacia &Upjohn S.p.A, Via del Edronax 4 mg Tablet Oral use
Commercio-Zone Industriale
I - 63046 Marino del Tronto
ITALY
Lithuania Pharmacia and Upjohn S.p.A.,Via Edronax 4 mg Tablet Oral use
Robert Koch 12, 20152 Milan, Italy
Luxembourg |Pharmacia S.A., 17 Boulevard De La, |Edronax 2 mg Tablet Oral use
B-1050 Bruxelles, Belgium
Luxembourg |Pharmacia S.A., 17 Boulevard De La, [Edronax 4 mg Tablet Oral use
B-1050 Bruxelles, Belgium
Luxembourg |Pharmacia S.A., 17 Boulevard De La, |Reboxetine-Pharmacia 2 mg Tablet Oral use
B-1050 Bruxelles, Belgium
Luxembourg |Pharmacia S.A., 17 Boulevard De La, |Reboxetine-Pharmacia 4 mg Tablet Oral use
B-1050 Bruxelles, Belgium
Norway Pfizer AS, P.O.Box 3, NO-1324 Edronax 4 mg Tablet Oral use
Lysaker, Norway
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Poland Pharmacia & Upjohn S.p.A., via Edronax 4 mg Tablet Oral use
Robert Koch 1.2, 20 152 Milano, IT

Portugal Laboratorios Pfizer, Lda., Lagoas Park |Edronax 2 mg Tablet Oral use
- Edificio n® 10 2740-244 Porto Salvo
Portugal

Portugal Laboratoérios Pfizer, Lda., Lagoas Park |Edronax 4 mg Tablet Oral use
- Edificio n® 10 2740-244 Porto Salvo
Portugal

Portugal Laboratorios Pfizer, Lda., Lagoas Park |Reboxetina Pharmacia 2 mg Tablet Oral use
- Edificio n® 10 2740-244 Porto Salvo
Portugal

Portugal Laboratoérios Pfizer, Lda., Lagoas Park |Reboxetina Pharmacia 4 mg Tablet Oral use
- Edificio n® 10 2740-244 Porto Salvo
Portugal

Slovak Pharmacia Italia S.p.A., Via Robert EDRONAX 4mg Tablet Oral use

Republic Koch 1.2, 201 52, Milano, Italy

Slovenia Pfizer Luxembourg SARL, 283, route |EDRONAX 4 mg Tablet Oral use
d' Arlon, L-8011 Strassen,
Luxembourg
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Spain JUSTE, S.A.Q.F.Juan Ignacio Luca de IRENOR 4 mg Tablet Oral use
Tena, 8 28027 MADRID
Spain Pharmacia Spain Ctra. Rubi 90-100 NOREBOX 4 mg Tablet Oral use
Sant Cugats del Valles 08190
BARCELONA
Sweden Pfizer AB, Nytorpsv. 36, Box 501, Edronax 2 mg Tablet Oral use
183 25 Taby, Sweden
Sweden Pfizer AB, Nytorpsv. 36, Box 501, Edronax 4 mg Tablet Oral use
183 25 Taby, Sweden
Sweden Pfizer AB, Nytorpsv. 36, Box 501, Reboxetin Pharmacia 2 mg Tablet Oral use
183 25 Taby, Sweden
Sweden Pfizer AB, Nytorpsv. 36, Box 501, Reboxetin Pharmacia 4 mg Tablet Oral use
183 25 Taby, Sweden
United Pharmacia Limited, Walton Oaks, Edronax 2mg Tablet Oral use
Kingdom Dorking Road, Walton-on-the-Hill,
Surrey KT20 7NS, UK
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United Pharmacia Limited, Walton Oaks, Edronax 4mg Tablet Oral use
Kingdom Dorking Road, Walton-on-the-Hill,

Surrey KT20 7NS, UK

SERTRALINE containing medicinal products with Marketing Authorisation in the European Union

Member State (Marketing Authorisation Holder Invented Name Strength Pharmaceutical form Route of administration
Austria Boehringer Ingelheim Austria Gladem 50mg- 50mg Film-coated tablet Oral use

G.m.b.H., Dr. Boehringer Gasse 5-11, |Filmtabletten

1021 Wien, Austria
Austria Boehringer Ingelheim Austria Gladem 20mg/ml- 20mg/ml Concentrate for oral solution |Oral use

G.m.b.H., Dr. Boehringer Gasse 5-11, |Konzentrat zur

1021 Wien, Austria Herstellung einer

Trinklosung

Austria Boehringer Ingelheim Austria Tresleen 20mg/ml- 20mg/ml Concentrate for oral solution |Oral use

G.m.b.H., Dr. Boehringer Gasse 5-11, |[Konzentrat zur

1021 Wien, Austria Herstellung einer

Trinkldsung

Austria Pfizer Corporation Austria Ges.m.b.H., | Tresleen 50mg- 50mg Film-coated tablet Oral use

Seidengasse 33-35, 1070 Wien, Austria|Filmtabletten
Belgium EUROGENERICS N.V. Heizel Sertraline EG 50 mg Film-coated tablet Oral use

Esplanade B 22 1020 Brussel,

Belgium
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Belgium

EUROGENERICS N.V. Heizel
Esplanade B 22 1020 Brussel,
Belgium

Sertraline EG

100 mg

Film-coated tablet

Oral use

Belgium

PFIZER MANUFACTURING
BELGIUM S.A. Bld de la Plaine 17
1050 Bruxelles, Belgium

Serlain

100 mg

Capsule, hard

Oral use

Belgium

PFIZER MANUFACTURING
BELGIUM S.A. Bld de la Plaine 17
1050 Bruxelles, Belgium

Serlain

100 mg

Tablet

Oral use

Belgium

PFIZER MANUFACTURING
BELGIUM S.A. Bld de la Plaine 17
1050 Bruxelles, Belgium

Serlain

200 mg

Tablet

Oral use

Belgium

PFIZER MANUFACTURING
BELGIUM S.A. Bld de la Plaine 17
1050 Bruxelles, Belgium

Serlain

50 mg

Tablet

Oral use

Belgium

PFIZER MANUFACTURING
BELGIUM S.A. Bld de la Plaine 17
1050 Bruxelles, Belgium

Serlain

20 mg/ ml

Oral solution

Oral use

Belgium

RANBAXY LTD; 95, Park Lane
Mayfair; GB-London-WIK 7 TE

Doc Sertraline

50 mg

Film-coated tablet

Oral use
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Belgium RANBAXY LTD; 95, Park Lane Doc Sertraline 100 mg Film-coated tablet Oral use
Mayfair; GB-London-WIK 7 TE
Belgium RATIOPHARM S.A. Rue St. Lambert |Sertraline Ratiopharm 50 mg Film-coated tablet Oral use
141, 1200 Bruxelles, Belgium
Cyprus PFIZER HELLAS AE, ALKETOU 5 |ZOLOFT 50 mg Tablet Oral use
11633, ATHENS, GREECE
Cyprus PFIZER HELLAS AE, ALKETOU 5 |ZOLOFT 100 mg Tablet Oral use
11633, ATHENS, GREECE
Czech ALFRED E. TIEFENBACHER SERTRALIN 50 mg Film-coated tablet Oral use
Republic (GMBH & CO. KG), HAMBURG, TIEFENBACHER 50 MG
Van-der-Smissen-Strasse 1, D-22767
Hamburg, Germany
Czech ALFRED E. TIEFENBACHER SERTRALIN 100 mg Film-coated tablet Oral use
Republic (GMBH & CO. KG), HAMBURG, TIEFENBACHER 100
Van-der-Smissen-Strasse 1, D-22767 (MG
Hamburg, Germany
Czech APOTEX EUROPE LTD., READING, [APO-SERTRAL 50 50 mg Capsule, hard Oral use
Republic Rowan House, 41 London Street, RG1
4PS, Reading, Berkshire, UK
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Czech APOTEX EUROPE LTD., READING, |[APO-SERTRAL 100 100 mg Capsule, hard Oral use
Republic Rowan House, 41 London Street, RG1

4PS, Reading, Berkshire, UK
Czech EGIS PHARMACEUTICALS LTD., |STIMULOTON 50 MG |50 mg Film-coated tablet Oral use
Republic BUDAPEST, Keresztari ut 30-38,

1106 Budapest, Hungary
Czech HEXAL AG, HOLZKIRCHEN, SERTRALIN HEXAL 50 (50 mg Film-coated tablet Oral use
Republic IndustriestraBBe 25, 836 07

Holzkirchen, Germany
Czech HEXAL AG, HOLZKIRCHEN, SERTRALIN HEXAL 100 mg Film-coated tablet Oral use
Republic IndustriestraBe 25, 836 07 100

Holzkirchen, Germany
Czech I§RKA, D.D., NOVO MESTO, ASENTRA 50 50 mg Film-coated tablet Oral use
Republic Smajjeska cesta 6, 8501 Novo Mésto,

Slovenia
Czech KRKA, D.D., NOVO MESTO, ASENTRA 100 100 mg Film-coated tablet Oral use
Republic Smajjeska cesta 6, 8501 Novo Mésto,

Slovenia
Czech LABORATOIRES IREX, LE SERTRALIN IREX 50 |50 mg Film-coated tablet Oral use
Republic PLESSIS-ROBINSON, Avenue MG

Galilée 22, 923 50 Le Plessis

Robinson, France
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Czech LABORATOIRES IREX, LE SERTRALIN IREX 100 {100 mg Film-coated tablet Oral use
Republic PLESSIS-ROBINSON, Avenue MG

Galilée 22, 923 50 Le Plessis

Robinson, France
Czech PFIZER SPOL. S.R.O., PRAGUE, ZOLOFT 50 MG 50 mg Film-coated tablet Oral use
Republic Stroupeznického 17, 150 00 Praha 5,

Czech Republic
Czech PFIZER SPOL. S.R.O., PRAGUE, ZOLOFT 100 MG 100 mg Film-coated tablet Oral use
Republic Stroupeznického 17, 150 00 Praha 5,

Czech Republic
Czech RANBAXY (UK) LTD., EALING, SERLIFT 50 MG 50 mg Film-coated tablet Oral use
Republic LONDON, Park Lane 95, W1Y 3TA,

Mayfair, London, UK
Czech RANBAXY (UK) LTD., EALING, SERLIFT 100 MG 100 mg Film-coated tablet Oral use
Republic LONDON, Park Lane 95, W1Y 3TA,

Mayfair, London, UK
Czech RATIOPHARM GMBH, ULM, Graf- |SERTRALIN- 50 mg Film-coated tablet Oral use
Republic Arco-Strasse 3, 890 79 Ulm, Germany |RATIOPHARM 50 MG
Czech RATIOPHARM GMBH, ULM, Graf- [SERTRALIN- 100 mg Film-coated tablet Oral use
Republic Arco-Strasse 3, 890 79 Ulm, Germany |RATIOPHARM 100 MG
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Denmark 1A Farma A/S, Herstedastervej 27-29, |Sertralin "1 A Farma" 50 mg Film-coated tablet Oral use
DK-2620 Albertslund, Denmark
Denmark 1A Farma A/S, Herstedastervej 27-29, |Sertralin "1 A Farma" 100 mg Film-coated tablet Oral use
DK-2620 Albertslund, Denmark
Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Sertralin "Gea" 50 mg Film-coated tablet Oral use
2650 Hvidovre
Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Sertralin "Gea" 100 mg Film-coated tablet Oral use
2650 Hvidovre
Denmark HEXAL A/S, Kanalholmen 8-12, DK- [Serlinan 50 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Denmark HEXAL A/S, Kanalholmen 8-12, DK- [Serlinan 100 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Denmark HEXAL A/S, Kanalholmen 8-12, DK- [Sertrix 50 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
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Denmark HEXAL A/S, Kanalholmen 8-12, DK- [Sertrix 100 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Tralinan 50 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Tralinan 100 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Tralix 50 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Tralix 100 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Zeelinax 50 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Zeelinax 100 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
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Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Zeenix 50 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Denmark HEXAL A/S, Kanalholmen 8-12, DK- |Zeenix 100 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark
Denmark Laboratoires IREX, 22 Avenue Sertralin "Irex" 50 mg Film-coated tablet Oral use
Galilée, 92350 Le Plessis Robinson,
France
Denmark Laboratoires IREX, 22 Avenue Sertralin "Irex" 100 mg Film-coated tablet Oral use
Galilée, 92350 Le Plessis Robinson,
France
Denmark Pfizer ApS, Lautrupvang 8, DK-2750 |Zoloft 25 mg Film-coated tablet Oral use
Ballerup, Denmark
Denmark Pfizer ApS, Lautrupvang 8, DK-2750 |Zoloft 50 mg Film-coated tablet Oral use
Ballerup, Denmark
Denmark Pfizer ApS, Lautrupvang 8, DK-2750 |Zoloft 100 mg Film-coated tablet Oral use
Ballerup, Denmark
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Denmark Pfizer ApS, Lautrupvang 8, DK-2750 |Zoloft 20 mg/ml Concentrate for oral solution |Oral use
Ballerup, Denmark
Denmark Ranbaxy (UK) Limited, 95 Park Lane, |Sertralin "Ranbaxy" 50 mg Film-coated tablet Oral use
Mayfair, UK-W1K7TE, London, GB
Denmark Ranbaxy (UK) Limited, 95 Park Lane, |Sertralin "Ranbaxy" 100 mg Film-coated tablet Oral use
Mayfair, UK-W1K7TE, London, GB
Denmark Ratiopharm GmbH, Grat-Arco-Strasse |Sertralin "Ratiopharm" 50 mg Film-coated tablet Oral use
3, D-89079 Ulm, Germany
Denmark Ratiopharm GmbH, Grat-Arco-Strasse |Sertralin "Ratiopharm" 100 mg Film-coated tablet Oral use
3, D-89079 Ulm, Germany
Denmark Stada Arzneimittel AG, Stadastrasse 2- [Sertralin "Stada" 50 mg Film-coated tablet Oral use
18, D-61118 Bad Vibel, Germany
Denmark Stada Arzneimittel AG, Stadastrasse 2- [Sertralin "Stada" 100 mg Film-coated tablet Oral use
18, D-61118 Bad Vibel, Germany
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Estonia HEXAL AG INDUSTRIESTR.25 |SERTRAL 100 100mg Coated tablet Oral use
83607 HOLZKIRCHEN, Germany
Estonia HEXAL AG INDUSTRIESTR.25 [SERTRAL 50 50mg Coated tablet Oral use
83607 HOLZKIRCHEN, Germany
Estonia KRKA,p.0.,68000 NOVO ASENTRA 50mg Tablet Oral use
MESTOSLOVENIA
Estonia KRKA,p.0.,68000 NOVO ASENTRA 100mg Tablet Oral use
MESTOSLOVENIA
Estonia Pfizer H.C.P. Corporation Eesti, Pirita [ZOLOFT 50mg Tablet Oral use
tee 20, 10127 TALLINN, Estonia
Finland Hexal A/S, Kanalholmen 8-12, 2650  |Sertralin Hexal 50 mg Film-coated tablet Oral use
HVIDOVRE, Denmark
Finland Hexal A/S, Kanalholmen 8-12, 2650  |Sertralin Hexal 100 mg Film-coated tablet Oral use
HVIDOVRE, Denmark
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Finland IWA Consulting ApS, @lby Center 18- |Sertralin IWA Consulting |50 mg Film-coated tablet Oral use
20, 4600 KOGE, Denmark
Finland IWA Consulting ApS, Qlby Center 18- |Sertralin IWA Consulting |100 mg Film-coated tablet Oral use
20, 4600 KAGE, Denmark
Finland Pfizer Oy, Tietokuja 4, 00330 Zoloft 25 mg Film-coated tablet Oral use
HELSINKI, Finland
Finland Pfizer Oy, Tietokuja 4, 00330 Zoloft 50 mg Film-coated tablet Oral use
HELSINKI, Finland
Finland Pfizer Oy, Tietokuja 4, 00330 Zoloft 100 mg Film-coated tablet Oral use
HELSINKI, Finland
Finland Pfizer Oy, Tietokuja 4, 00330 Zoloft 20 mg/ml Concentrate for oral solution |Oral use
HELSINKI, Finland
Finland Pharmcom Oy, Keijuméki 6 B 30, Sertaxilin 50 mg Film-coated tablet Oral use
02130 Espoo, Finland
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Finland Pharmcom Oy, Keijuméki 6 B 30, Sertaxilin 100 mg Film-coated tablet Oral use
02130 Espoo, Finland
Finland Pharmcom Oy, Keijuméki 6 B 30, Sertralin ABZ-Pharma 50 mg Film-coated tablet Oral use
02130 Espoo, Finland
Finland Pharmcom Oy, Keijuméki 6 B 30, Sertralin ABZ-Pharma 100 mg Film-coated tablet Oral use
02130 Espoo, Finland
Finland Pharmcom Oy, Keijumiki 6 B 30, Sertralin CT-Arzneimittel |50 mg Film-coated tablet Oral use
02130 Espoo, Finland
Finland Pharmcom Oy, Keijuméki 6 B 30, Sertralin CT-Arzneimittel |100 mg Film-coated tablet Oral use
02130 Espoo, Finland
Finland Pharmcom Oy, Keijuméki 6 B 30, Sertralin Pharmacom 50 mg Film-coated tablet Oral use
02130 Espoo, Finland
Finland Pharmcom Oy, Keijuméki 6 B 30, Sertralin Pharmacom 100 mg Film-coated tablet Oral use
02130 Espoo, Finland
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Finland Pharmcom Oy, Keijuméki 6 B 30, Serxanecin 50 mg Film-coated tablet Oral use
02130 Espoo, Finland

Finland Pharmcom Oy, Keijuméki 6 B 30, Serxanecin 100 mg Film-coated tablet Oral use
02130 Espoo, Finland

Finland Ratiopharm GmbH, Graf-Arco-Strasse |Sertralin Hexal 50 mg Film-coated tablet Oral use
3, 89070 ULM, Germany

Finland Ratiopharm GmbH, Graf-Arco-Strasse |Sertralin Hexal 100 mg Film-coated tablet Oral use
3, 89070 ULM, Germany

France BERAL SERTRALINE BERAL {100 mg Capsule, hard Oral use
23 -25 Avenue du Docteur
Lannelongue

75668

Paris cedex 14- France

France BERAL SERTRALINE BERAL |20 mg/ml Oral solution Oral use
23 -25 Avenue du Docteur
Lannelongue

75668

Paris cedex 14- France
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France BERAL SERTRALINE BERAL |25 mg Capsule, hard Oral use
23 -25 Avenue du Docteur
Lannelongue

75668

Paris cedex 14- France

France BERAL SERTRALINE BERAL |50 mg Capsule, hard Oral use
23 -25 Avenue du Docteur
Lannelongue

75668

Paris cedex 14- France

France Pfizer ZOLOFT 100 mg Capsule, hard Oral use
23 -25 Avenue du Docteur
Lannelongue

75668

Paris cedex 14- France

France Pfizer ZOLOFT 20 mg/ml Oral solution Oral use
23 -25 Avenue du Docteur
Lannelongue

75668

Paris cedex 14- France

France Pfizer ZOLOFT 25 mg Capsule, hard Oral use
23 -25 Avenue du Docteur
Lannelongue

75668

Paris cedex 14- France

France Pfizer ZOLOFT 50 mg Capsule, hard Oral use
23 -25 Avenue du Docteur
Lannelongue

75668

Paris cedex 14- France
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Germany 1 A Pharma GmbH Sertralin-1 A Pharma 50 |50 mg Film-coated tablet Oral use
Keltenring 1 + 3 mg Filmtabletten
D-82041 Oberhaching

Germany 1 A Pharma GmbH Sertralin-1 A Pharma 100 {100 mg Film-coated tablet Oral use
Keltenring 1 + 3 mg Filmtabletten
D-82041 Oberhaching

Germany Aliud Pharma GmbH & Co.KG Sertralin AL 50 mg 50 mg Film-coated tablet Oral use
Postfach 1380 Filmtabletten
D-89146 Laichingen

Germany Aliud Pharma GmbH & Co.KG Sertralin AL 100 mg 100 mg Film-coated tablet Oral use
Postfach 1380 Filmtabletten
D-89146 Laichingen

Germany AWD.pharma GmbH & Co. KG Sertralin AWD 50 mg 50 mg Film-coated tablet Oral use
Leipziger Str. 7-13
D-01097 Dresden

Germany AWD.pharma GmbH & Co. KG Sertralin AWD 100 mg {100 mg Film-coated tablet Oral use
Leipziger Str. 7-13
D-01097 Dresden

Germany Basics GmbH SERTRA 50 mg BASICS |50 mg Film-coated tablet Oral use
Hemmelrather Weg 201
D-51377 Leverkusen
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Germany Basics GmbH SERTRA 50 mg BASICS |50 mg Film-coated tablet Oral use
Hemmelrather Weg 201 C
D-51377 Leverkusen

Germany Basics GmbH SERTRA 50 mg BASICS |50 mg Film-coated tablet Oral use
Hemmelrather Weg 201 F
D-51377 Leverkusen

Germany Basics GmbH SERTRA 50 mg BASICS |50 mg Film-coated tablet Oral use
Hemmelrather Weg 201 G
D-51377 Leverkusen

Germany Basics GmbH SERTRA 100 mg 100 mg Film-coated tablet Oral use
Hemmelrather Weg 201 BASICS
D-51377 Leverkusen

Germany Basics GmbH SERTRA 100 mg 100 mg Film-coated tablet Oral use
Hemmelrather Weg 201 BASICS C
D-51377 Leverkusen

Germany Basics GmbH SERTRA 100 mg 100 mg Film-coated tablet Oral use
Hemmelrather Weg 201 BASICS F
D-51377 Leverkusen

Germany Basics GmbH SERTRA 100 mg 100 mg Film-coated tablet Oral use
Hemmelrather Weg 201 BASICS G
D-51377 Leverkusen
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Germany Basics GmbH SERTRA 50 mg BASICS |50 mg Film-coated tablet Oral use
Hemmelrather Weg 201 H
D-51377 Leverkusen

Germany Basics GmbH SERTRA 100 mg 100 mg Film-coated tablet Oral use
Hemmelrather Weg 201 BASICS H
D-51377 Leverkusen

Germany Betapharm Arzneimittel GmbH Sertralin beta 50 mg 50 mg Film-coated tablet Oral use
Kobelweg 95 Filmtabletten
D-86156 Augsburg

Germany Betapharm Arzneimittel GmbH Sertralin beta 100 mg 100 mg Film-coated tablet Oral use
Kobelweg 95 Filmtabletten
D-86156 Augsburg

Germany Boehringer Ingelheim Pharma GmbH |Gladem 50mg 50 mg Film-coated tablet Oral use
& Co.KG

Postfach 200
D-55216 Ingelheim

Germany Boehringer Ingelheim Pharma GmbH |Gladem 100mg 100 mg Film-coated tablet Oral use
& Co.KG

Postfach 200
D-55216 Ingelheim

Germany Boehringer Ingelheim Pharma GmbH |Gladem 20 mg Concentrate for oral solution |Oral use
& Co.KG Loesungskonzentrat
Postfach 200

D-55216 Ingelheim
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Germany F. Joh. Kwizda GesmbH SERTRA 50 mg BASICS |50 mg Film-coated tablet Oral use
Dr. Karl-Lueger-Ring 6 E
A-1010 Wien

Germany F. Joh. Kwizda GesmbH SERTRA 100 mg 100 mg Film-coated tablet Oral use
Dr. Karl-Lueger-Ring 6 BASICS E
A-1010 Wien

Germany HEXAL AG Sertralin HEXAL 50 mg |50 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-83602 Holzkirchen

Germany HEXAL AG Sertralin HEXAL 100 mg {100 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-83602 Holzkirchen

Germany HEXAL AG Alexandras 50 mg 50 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-83602 Holzkirchen

Germany HEXAL AG Alexandras 100 mg 100 mg Film-coated tablet Oral use
Postfach 1263 Filmtabletten
D-83602 Holzkirchen

Germany Pfizer Pharma GmbH Zoloft 50mg 50 mg Film-coated tablet Oral use
Pfizerstr. 1
D-76139 Karlsruhe
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Germany Pfizer Pharma GmbH Zoloft 100mg 100 mg Film-coated tablet Oral use
Pfizerstr. 1
D-76139 Karlsruhe

Germany Pfizer Pharma GmbH Zoloft 20 mg Concentrate for oral solution  |Oral use
Pfizerstr. 1 Loesungskonzentrat
D-76139 Karlsruhe

Germany STADA GmbH Sertralin STADA 50 mg |50 mg Film-coated tablet Oral use
Stadastr. 2-18 Filmtabletten
D-61118 Bad Vilbel

Germany Stadapharm GmbH Sertralin STADA 100 mg {100 mg Film-coated tablet Oral use
Stadastr. 2-18 Filmtabletten
D-61118 Bad Vilbel

Germany Temmler Pharma GmbH & Co.KG Sertranil 50mg 50 mg Film-coated tablet Oral use
Postfach 2269
D-35010 Marburg

Germany Temmler Pharma GmbH & Co.KG Sertranil 100mg 100 mg Film-coated tablet Oral use
Postfach 2269
D-35010 Marburg

Greece PFIZER HELLAS, 5 Alketou, 116 33 |ZOLOFT 50mg Film-coated tablet Oral use
Athens, Greece
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Greece PFIZER HELLAS, 5 Alketou, 116 33 |ZOLOFT 100mg Film-coated tablet Oral use
Athens, Greece
Hungary EGIS Gyogyszergyar Rt., STIMULOTON 100 mg [{100mg Film-coated tablet Oral use
Kereszturi ut 30-38, filmtabletta
1106 Budapest,.Hungary
Hungary EGIS Gyogyszergyar Rt., STIMULOTON 50 mg  {50mg Film-coated tablet Oral use
Kereszturi ut 30-38, filmtabletta
1106 Budapest,.Hungary
Hungary Hexal Hungaria Kft., Timar u. 20, SERTRALIN HEXAL 100mg Film-coated tablet Oral use
1034 Budapest, Hungary 100 mg filmtabletta
Hungary Hexal Hungéria Kft., Timar u. 20, SERTRALIN HEXAL 50 [50mg Film-coated tablet Oral use
1034 Budapest, Hungary mg filmtabletta
Hungary Krka d.d., Smarjeska cesta 6, 8501 ASENTRA 50 mg 50mg Film-coated tablet Oral use
Novo mesto, Slovenia filmtabletta
Hungary Krka d.d., Smarjeska cesta 6, 8501 ASENTRA 100 mg 100mg Film-coated tablet Oral use
Novo mesto, Slovenia filmtabletta
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Hungary Pfizer Kft., Alkotas u. 53., MOM Park |ZOLOFT 50 mg 50mg Film-coated tablet Oral use
F épiilet, 1123 Budapest, Hungary filmtabletta
Hungary Pfizer Kft., Alkotas u. 53., MOM Park |ZOLOFT 20 mg/ml oldat |20mg/ml Oral solution Oral use
F épiilet, 1123 Budapest, Hungary
Hungary Ranbaxy UK Ltd.Uxbridge Road 97  [SERLIFT 50 mg 50mg Film-coated tablet Oral use
London, W5 5TL, UK filmtabletta
Hungary Ranbaxy UK Ltd.Uxbridge Road 97  |SERLIFT 100 mg 100mg Film-coated tablet Oral use
London, W5 5TL, UK filmtabletta
Iceland Actavis hf., Reykjavikurvegur 76-78, |[Sertral 50 mg Film-coated tablet Oral use
220 Hafnarfjorour, Iceland
Iceland Actavis hf., Reykjavikurvegur 76-78, |Sertral 100 mg Film-coated tablet Oral use
220 Hafnarfjordur, Iceland
Iceland Pfizer Aps, Lautrupvang 8, DK 2750 |Zoloft 25 mg Film-coated tablet Oral use
Ballerup, Danmark
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Iceland Pfizer Aps, Lautrupvang 8, DK 2750 |Zoloft 50 mg Film-coated tablet Oral use
Ballerup, Danmark
Iceland Pfizer Aps, Lautrupvang 8, DK 2750 |Zoloft 100 mg Film-coated tablet Oral use
Ballerup, Danmark
Iceland Pfizer Aps, Lautrupvang 8, DK 2750 |Zoloft 20 mg/ml Oral solution Oral use
Ballerup, Danmark
Ireland Pfizer Healthcare Ireland, Parkway Lustral 50 mg Film-coated tablet Oral use
House, Ballymount Road Lower,
Dublin 12, Ireland
Ireland Pfizer Healthcare Ireland, Parkway Lustral 100 mg Film-coated tablet Oral use
House, Ballymount Road Lower,
Dublin 12, Ireland
Ireland Ranbaxy (UK) Limited , CP House 97- |Sertraline 50mg Film-coated tablet Oral use
107 Uxbridge Road, Ealing London,
London, W5 5TL, UK
Ireland Ranbaxy (UK) Limited , CP House 97- |Sertraline 100mg Film-coated tablet Oral use
107 Uxbridge Road, Ealing London,
London, W5 5TL, UK
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Ireland

Rowex Ltd, Bantry, Co. Cork, Ireland

Serlan

50 MG

Film-coated tablet

Oral use

Ireland

Rowex Ltd, Bantry, Co. Cork, Ireland

Serlan

100MG

Film-coated tablet

Oral use

Italy

Rambaxy (UK) Limited
95 Park Lane, mayfair, London
WIK 7TE, UK

Sertralina Rambaxy

100 mg

Film-coated tablet

Oral use

Italy

Rambaxy (UK) Limited
95 Park Lane, mayfair, London
WIK 7TE, UK

Sertralina Rambaxy

50 mg

Film-coated tablet

Oral use

Italy

Alfred E. Tiefenbacher
(GmbH & Co. KG)
Van-der-Smissen-Str. 1
22767 Hamburg - Germany

Sertralina Tiefenbacher

100 mg

Film-coated tablet

Oral use

Italy

Alfred E. Tiefenbacher
(GmbH & Co. KG)
Van-der-Smissen-Str. 1
22767 Hamburg - Germany

Sertralina Tiefenbacher

50 mg

Film-coated tablet

Oral use

Italy

Angenerico S.p.A.
via Nocera Umbra 75
00100 Roma

Italy

Sertralina Angenerico

100 mg

Film-coated tablet

Oral use

CHMP/117014/2005

501/573

©EMEA 2005




Member State

Marketing Authorisation Holder

Invented Name

Strength

Pharmaceutical form

Route of administration

Italy

Angenerico S.p.A.
via Nocera Umbra 75
00100 Roma

Italy

Sertralina Angenerico

50 mg

Film-coated tablet

Oral use

Italy

Bioindustria Farmaceutici S.r.1.Via
Valbondione 113, 00188 Roma, Italy

Zoloft

50 mg

Capsule, hard

Oral use

Italy

Bioindustria Farmaceutici S.r.1.Via
Valbondione 113, 00188 Roma, Italy

Zoloft

50 mg

Film-coated tablet

Oral use

Italy

Hexal S.p.A.

Via Paracelso,16

20041 Agrate Brianza - Milano
Italy

Sertralina Hexal

100 mg

Film-coated tablet

Oral use

Italy

Hexal S.p.A.

Via Paracelso,16

20041 Agrate Brianza - Milano
Italy

Sertralina Hexal

50 mg

Film-coated tablet

Oral use

Italy

Laboratoires Irex
22 Avenue Galilée, 92350
Le Plessis Robinson, France

Sertralina Irex

100 mg

Film-coated tablet

Oral use

Italy

Laboratoires Irex
22 Avenue Galilée, 92350
Le Plessis Robinson, France

Sertralina Irex

50 mg

Film-coated tablet

Oral use
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Italy

Merck Generics Italia S.p.A.

Via Aquileia, 35

20092 Cinisello Balsamo - Milano
Italy

Sertralina Merck Generics |100 mg

Film-coated tablet

Oral use

Italy

Merck Generics Italia S.p.A.

Via Aquileia, 35

20092 Cinisello Balsamo - Milano
Italy

Sertralina Merck Generics |50 mg

Film-coated tablet

Oral use

Italy

Pfizer Consumer Healthcare S.r.1.
Via Valbondione, 113

00188 Roma

Italy

Serad

50 mg

Capsule, hard

Oral use

Italy

Pfizer Consumer Healthcare S.r.1.
Via Valbondione, 113

00188 Roma

Italy

Tatig

100 mg

Film-coated tablet

Oral use

Italy

Pfizer Consumer Healthcare S.r.1.
Via Valbondione, 113

00188 Roma

Italy

Tatig

20 mg/ml

Oral solution

Oral use

Italy

Pfizer Consumer Healthcare S.r.1.
Via Valbondione, 113

00188 Roma

Italy

Tatig

50 mg

Capsule, hard

Oral use

Italy

Pfizer Consumer Healthcare S.r.1.
Via Valbondione, 113

00188 Roma

Italy

Tatig

50 mg

Film-coated tablet

Oral use
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Italy

Pfizer Italia S.r.1.
Via Valbonghione, 113
00188 Roma (I)

Zoloft

100 mg

Film-coated tablet

Oral use

Italy

Pfizer Italia S.r.1.
Via Valbonghione, 113
00188 Roma (I)

Zoloft

20 mg/ml

Oral solution

Oral use

Italy

Pfizer Italia S.r.l.
Via Valbonghione, 113
00188 Roma (I)

Zoloft

25 mg

Film-coated tablet

Oral use

Italy

Pfizer Italia S.r.l.
Via Valbonghione, 113
00188 Roma (I)

Zoloft

50 mg

Film-coated tablet

Oral use

Italy

Pfizer Italia S.r.1.
Via Valbonghione, 113
00188 Roma (I)

Zoloft

50 mg

Capsule, hard

Oral use

Italy

Ratiopharm GmbH
Graf-Arco-Strasse 3
D-89079 Ulm Germania

Sertralina Ratiopharm

100 mg

Film-coated tablet

Oral use

Italy

Ratiopharm GmbH
Graf-Arco-Strasse 3
D-89079 Ulm Germania

Sertralina Ratiopharm

50 mg

Film-coated tablet

Oral use
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Latvia Egis Pharmaceuticals, Kereszturi ut Stimuloton 50mg Film-coated tablet Oral use
30-38

H-1106 Budapest
HUNGARY

Latvia Hexal, Industriestrasse 25 Sertral 50 mg Film-coated tablet Oral use
D - 83607 Holzkirchen
GERMANY

Latvia Hexal, Industriestrasse 25 Sertral 100 mg Film-coated tablet Oral use
D - 83607 Holzkirchen
GERMANY

Latvia KRKA, Marjeska cesta 6 Asentra 50 mg Film-coated tablet Oral use
S1— 8501 Novo mesto
SLOVENIA

Latvia KRKA, Marjeska cesta 6 Asentra 100 mg Film-coated tablet Oral use
S1—- 8501 Novo mesto
SLOVENIA

Latvia Pfizer Limited, Sandwich Zoloft 50 mg Film-coated tablet Oral use
Kent CT13 9NJ
UNITED KINGDOM

Latvia Pfizer Limited, Sandwich Zoloft 100 mg Film-coated tablet Oral use
Kent CT13 9NJ
UNITED KINGDOM
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Latvia

Ranbaxy (UK) Ltd, 6rd floor,C.P.
House,

97-107 Uxbridge Road,

Ealing, London, W5 5STL
UNITED KINGDOM

Serlift

50 mg

Film-coated tablet

Oral use

Latvia

Ranbaxy (UK) Ltd, 6rd floor,C.P.
House,

97-107 Uxbridge Road,

Ealing, London, W5 5TL
UNITED KINGDOM

Serlift

100 mg

Film-coated tablet

Oral use

Lithuania

Egis Pharmaceuticals Ltd., H-1106
Budapest, Kereszturi ut 30-38,
Hungary

Stimuloton

50 mg

Film-coated tablet

Oral use

Lithuania

Hexal AG,Industriestrasse 25, D-8367
Holzkirchen, Germany

Sertral 100

100 mg

Film-coated tablet

Oral use

Lithuania

Hexal AG,Industriestrasse 25, D-8367
Holzkirchen, Germany

Sertral 50

50 mg

Film-coated tablet

Oral use

Lithuania

KRKA, d.d., Novo mesto, Smarjeska
c.6, 8501 Novo mesto, Slovenia

Asentra

100 mg

Film-coated tablet

Oral use

Lithuania

KRKA, d.d., Novo mesto, Smarjeska
c.6, 8501 Novo mesto, Slovenia

Asentra

50 mg

Film-coated tablet

Oral use
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Lithuania Pfizer Limited, Sandwich, Kent CT13 |Zoloft 20 mg/ml Concentrate for oral solution |Oral use
9NJ, United Kingdom
Lithuania Ranbaxy (UK) Ltd., C.P. House, Serlift 100 mg Film-coated tablet Oral use
97/107 Uxbridge Road, Ealing,
London, W5 5tl, United Kingdom
Lithuania Ranbaxy (UK) Ltd., C.P. House, Serlift 50 mg Film-coated tablet Oral use
97/107 Uxbridge Road, Ealing,
London, W5 5tl, United Kingdom
Luxembourg (PFIZER S.A. Bld de la Plaine 17 1050 |Serlain 50 mg Film-coated tablet Oral use
Bruxelles, Belgium
Luxembourg |PFIZER S.A. Bld de la Plaine 17 1050 [Serlain 100 mg Film-coated tablet Oral use
Bruxelles, Belgium
Luxembourg |PFIZER S.A. Bld de la Plaine 17 1050 [Serlain 20mg/ml Oral solution Oral use
Bruxelles, Belgium
Malta PFIZER HELLAS SA, ALKETOU 5, |[Lustral 50 mg Tablet Oral use
ATHENS, GREECE
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Malta PFIZER HELLAS SA, ALKETOU 5, |Lustral 100mg Tablet Oral use
ATHENS, GREECE

Netherlands Centrafarm Services B.V., Postbus Sertraline HC1 CF 50 mg, |50 mg Film-coated tablet Oral use
289, NL-4870 AG Etten Leur film coated tablets

Netherlands Centrafarm Services B.V., Postbus Sertraline HCI CF 100 100 mg Film-coated tablet Oral use
289, NL-4870 AG Etten Leur mg, film coated tablets

Netherlands KRKA Pharma Dublin, 1 Stokes Place, |Sertraline 50 mg 50 mg Coated tablet Oral use
St. Stephen's Green, IE-Dublin 2 Tabletten, coated tablets

Netherlands KRKA Pharma Dublin, 1 Stokes Place, |Sertraline 100 mg 100 mg Coated tablet Oral use
St. Stephen's Green, IE-Dublin 2 Tabletten, coated tablets

Netherlands KRKA Pharma Dublin, 1 Stokes Place, |Asentra 50 mg Tabletten, (50 mg Coated tablet Oral use
St. Stephen's Green, IE-Dublin 2 coated tablets

Netherlands KRKA Pharma Dublin, 1 Stokes Place, |Asentra 100 mg Tabletten,|100 mg Coated tablet Oral use
St. Stephen's Green, IE-Dublin 2 coated tablets
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Netherlands KRKA Pharma Dublin, 1 Stokes Place, |Sertra Krka 50 mg 50 mg Tablet Oral use
St. Stephen's Green, I[E-Dublin 2 Tabletten, tablets
Netherlands KRKA Pharma Dublin, 1 Stokes Place, |Sertra Krka 100 mg 100 mg Tablet Oral use
St. Stephen's Green, IE-Dublin 2 Tabletten, tablets
Netherlands Kromme Rijn Apotheek B.V., Postbus |Sertraline KR 50 mg 50 mg Film-coated tablet Oral use
141, 3980 CC Bunnik, the Netherlands [tabletten, filmcoated
tablets
Netherlands Kromme Rijn Apotheek B.V., Postbus |Sertraline KR 100 mg 100 mg Film-coated tablet Oral use
141, 3980 CC Bunnik, the Netherlands [tabletten, filmcoated
tablets
Netherlands Pfizer B.V., Postbus 37, NL-2900 AA |Zoloft 50, tablets 50 mg Tablet Oral use
Capelle a/d 1Jssel
Netherlands Pfizer B.V., Postbus 37, NL-2900 AA |Zoloft 100, tablets 100 mg Tablet Oral use
Capelle a/d 1Jssel
Netherlands Pfizer B.V., Postbus 37, NL-2900 AA |Zoloft 20 mg/ml, solution {20 mg/ml Oral solution Oral use
Capelle a/d 1Jssel for oral use
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Netherlands Pharmachemie B.V., Postbus 552, Sertraline 50 PCH, 50 mg Film-coated tablet Oral use
2003 RN Haarlem, The Netherlands  |filmcoated tablets 50 mg

Netherlands Pharmachemie B.V., Postbus 552, Sertraline 100 PCH, 100 mg Film-coated tablet Oral use
2003 RN Haarlem, The Netherlands  (filmcoated tablets 100 mg

Netherlands Stichting Registratiebeheer, Bosstraat |Sertraline 50 mg, film 50 mg Film-coated tablet Oral use
69, NL-3766 AC Soest coated tablets

Netherlands Stichting Registratiebeheer, Sertraline 100 mg, tilm {100 mg Film-coated tablet Oral use
Bosstraat 69, NL-3766 AC Soest coated tablets

Norway Hexal AS, Kanalholmen 8-12, DK- Sertralin Hexal 50 mg Film-coated tablet Oral use

2650 Hvidovre, Denmark

Norway Hexal AS, Kanalholmen 8-12, DK- Sertralin Hexal 100 mg Film-coated tablet Oral use
2650 Hvidovre, Denmark

Norway Pfizer AS, P.0.Box 3, NO-1324 Zoloft 25 mg Film-coated tablet Oral use
Lysaker, Norway
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Norway Pfizer AS, P.0.Box 3, NO-1324 Zoloft 50 mg Film-coated tablet Oral use
Lysaker, Norway
Norway Pfizer AS, P.O.Box 3, NO-1324 Zoloft 100 mg Film-coated tablet Oral use
Lysaker, Norway
Norway Pfizer AS, P.0.Box 3, NO-1324 Zoloft 20mg/ml Concentrate for oral solution [Oral use
Lysaker, Norway
Norway Ranbaxy (UK) Limited, 95 Park Lane, |Sertralin Ranbaxy 50 mg Film-coated tablet Oral use
Mayfair, London, W1K 7TE, United
Kingdom
Norway Ranbaxy (UK) Limited, 95 Park Lane, [Sertralin Ranbaxy 100 mg Film-coated tablet Oral use
Mayfair, London, W1K 7TE, United
Kingdom
Norway Stada Arzneimittel AG, Stada Strasse |Sertralin Stada 50 mg Film-coated tablet Oral use
2-18, DE-61118 Bad Vilbel, Germany
Norway Stada Arzneimittel AG, Stada Strasse |Sertralin Stada 100 mg Film-coated tablet Oral use
2-18, DE-61118 Bad Vilbel, Germany
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Poland Alfred E. Tiefenbacher Sertrabeck 100 mg 100 mg Coated tablet Oral use
(GmbH&Co.KG), Van-der-Smissen-
Strasse 1, 22767 Hamburg, DE

Poland Alfred E. Tiefenbacher Sertrabeck 50 mg 50 mg Coated tablet Oral use
(GmbH&Co0.KG), Van-der-Smissen-
Strasse 1, 22767 Hamburg, DE

Poland Alfred E. Tiefenbacher Sertralin Tiefenbacher 100 mg Coated tablet Oral use
(GmbH&Co.KG), Van-der-Smissen-  |100 mg
Strasse 1, 22767 Hamburg, DE

Poland Alfred E. Tiefenbacher Sertralin Tiefenbacher 50 mg Coated tablet Oral use
(GmbH&Co.KG), Van-der-Smissen- |50 mg
Strasse 1, 22767 Hamburg, DE

Poland Egis Pharmaceuticals Ltd., Stimuloton 50 mg Coated tablet Oral use
Kereszturi ut 30-38, H-1106
Budapeszt, HU

Poland Hexal Polska Sp. z 0.0., Sertahexal 100 100 mg Coated tablet Oral use
Ul. Domaniewska 50 C
02-672 Warszawa, Poland

Poland Hexal Polska Sp. z 0.0., Sertahexal 50 50 mg Coated tablet Oral use
Ul. Domaniewska 50 C
02-672 Warszawa, Poland
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Poland

Jelfa S.A. Przedsiebiorstwo
Farmaceutyczne, Wincentego Pola 21
58-500 Jelenia Gora

Antideprimal

50 mg

Coated tablet

Oral use

Poland

Krka d.d., Novo mesto, Smarjeska
cesta 6, 8501 Novo Mesto, Slovenia

Asentra

50 mg

Coated tablet

Oral use

Poland

Krka d.d., Novo mesto, Smarjeska
cesta 6, 8501 Novo Mesto, Slovenia

Asentra

100 mg

Coated tablet

Oral use

Poland

Pfizer European Service Center
N.V./S.A.; Central and Eastern Europe
Region, Hoge Wei 10, B-1930
Zaventem, BE

Zoloft

20mg/ml

Oral solution

Oral use

Poland

Pfizer European Service Center
N.V./S.A.; Central and Eastern Europe
Region, Hoge Wei 10, B-1930
Zaventem, BE

Zoloft

100 mg

Coated tablet

Oral use

Poland

Pfizer European Service Center
N.V./S.A; Central and Eastern Europe
Region, Hoge Wei 10, B-1930
Zaventem, BE

Zoloft

50 mg

Coated tablet

Oral use
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Poland

Pliva Krakéw Zaktady
Farmaceutyczne S.A.

ul. Mogilska 80, 31-546 Krakow,
Poland

Sertraline

50 mg

Coated tablet

Oral use

Poland

Pliva Krakéw Zaktady
Farmaceutyczne S.A.

ul. Mogilska 80, 31-546 Krakow,
Poland

Sertraline

100 mg

Coated tablet

Oral use

Poland

Ratiopharm GmbH, Graf-Arco-Strasse
3, 89-079 Ulm, DE

Setaratio 100

100 mg

Coated tablet

Oral use

Poland

Sanofi-Synthelabo Sp. z o.0.
Domaniewska 41, 02-672 Warszawa,
Poland

Tralix 100

100 mg

Coated tablet

Oral use

Poland

Sanofi-Synthelabo Sp. z o.0.
Domaniewska 41, 02-672 Warszawa,
Poland

Tralix 50

50 mg

Coated tablet

Oral use

Portugal

Alodial Farmacg€utica - Comércio de
Produtos Farmacéuticos, Lda.,
Zemouto 2830 Coina Portugal

Sertralina Alodial 100 mg
Comprimidos Revestidos

100 mg

Film-coated tablet

Oral use

Portugal

Alodial Farmacéutica - Comércio de
Produtos Farmacéuticos, Lda.,
Zemouto 2830 Coina Portugal

Sertralina Alodial 50 mg
Comprimidos Revestidos

50 mg

Film-coated tablet

Oral use
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Portugal Alodial Farmacéutica - Comércio de  |Sertralina Somidal 100 100 mg Film-coated tablet Oral use
Produtos Farmacéuticos, Lda., mg Comprimidos
Zemouto 2830 Coina Portugal Revestidos

Portugal Alodial Farmacéutica - Comércio de  [Sertralina Somidal 50 mg |50 mg Film-coated tablet Oral use
Produtos Farmacéuticos, Lda., Comprimidos Revestidos
Zemouto 2830 Coina Portugal

Portugal Alter, S.A., Estrada Marco do Grilo - |Sertralina Alter 100 mg |100 mg Film-coated tablet Oral use
Zemouto 2830 Coina Portugal Comprimidos Revestidos

Portugal Alter, S.A., Estrada Marco do Grilo - |Sertralina Alter 50 mg 50 mg Film-coated tablet Oral use
Zemouto 2830 Coina Portugal Comprimidos Revestidos

Portugal Bexal Produtos Farmacéuticos S.A.,  |Sertralina Bexal 100 mg |100 mg Coated tablet Oral use
Rua Prof. Ricardo Jorge, 5 A - Comprimidos revestidos
Miraflores 1495-153 Algés Portugal

Portugal Bexal Produtos Farmacéuticos S.A.,  |Sertralina Bexal 50 mg |50 mg Coated tablet Oral use
Rua Prof. Ricardo Jorge, 5 A - Comprimidos revestidos
Miraflores 1495-153 Algés Portugal

Portugal Ciclum Farma Unipessoal, Lda., Rua |Sertralina Ciclum 50 mg |50 mg Film-coated tablet Oral use
Alfredo da Silva, n° 16 2610-016 comprimidos
Amadora Portugal
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Portugal Generis Farmacéutica, S.A., Rua José |Sertralina Generis 100 mg|100 mg Film-coated tablet Oral use
Galhardo, n.° 3 1750-131 Lisboa Comprimidos Revestidos
Portugal

Portugal Generis Farmacgéutica, S.A., Rua José [Sertralina Generis 50 mg |50 mg Film-coated tablet Oral use
Galhardo, n.° 3 1750-131 Lisboa Comprimidos Revestidos
Portugal

Portugal Laboratoérios Pfizer, Lda., Lagoas Park |Zoloft 50 mg Film-coated tablet Oral use
- Edificio n® 10 2740-244 Porto Salvo
Portugal

Portugal Laboratorios Pfizer, Lda., Lagoas Park |Zoloft 100 mg Film-coated tablet Oral use
- Edificio n® 10 2740-244 Porto Salvo
Portugal

Portugal Laboratoérios Pfizer, Lda., Lagoas Park |Zoloft 20 mg/ml Oral solution Oral use
- Edificio n® 10 2740-244 Porto Salvo
Portugal

Portugal Merck Genéricos - Produtos Sertralina Merck 100 mg Film-coated tablet Oral use
Farmacéuticos, Lda., Rua Alfredo da |Genéricos 100 mg
Silva, 3 - C - 4° 1300-040 Lisboa Comprimidos Revestidos
Portugal

Portugal Merck Genéricos - Produtos Sertralina Merck 50 mg Film-coated tablet Oral use
Farmacéuticos, Lda., Rua Alfredo da |Genéricos 50 mg
Silva, 3 - C - 4° 1300-040 Lisboa Comprimidos Revestidos
Portugal
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Portugal Ratiopharm - Comércio e Industria de [Sertralina ratiopharm 100 |100 mg Film-coated tablet Oral use
Produtos Farmacéuticos, Lda., Edificio [mg Comprimidos
Tejo - 6° Piso - Rua Quinta do Pinheiro [Revestidos
2790-143 Carnaxide Portugal
Portugal Ratiopharm - Comércio e Industria de |Sertralina ratiopharm 50 |50 mg Film-coated tablet Oral use
Produtos Farmacéuticos, Lda., Edificio |mg Comprimidos
Tejo - 6° Piso - Rua Quinta do Pinheiro |Revestidos
2790-143 Carnaxide Portugal
Portugal Winthrop Farmacéutica Portugal, Lda. |Sertralina Winthrop 100 |100 mg Film-coated tablet Oral use
Empreendimento Lagoas Park - mg Comprimidos
Edificio 7, 2° e 3° andar 2740-244 Revestidos por pelicula
Porto Salvo Portugal
Portugal Winthrop Farmacéutica Portugal, Lda. |Sertralina Winthrop 50 50 mg Film-coated tablet Oral use
Empreendimento Lagoas Park - mg Comprimidos
Edificio 7, 2° e 3° andar 2740-244 Revestidos por pelicula
Porto Salvo Portugal
Slovak A/S GEA Farmaceut. Fabrik , Holger |SETRALEXIN 100 100mg Film-coated tablet Oral use
Republic Danskaes Vej 89, DK - 2000
Frederiksberg
Slovak A/S GEA Farmaceut. Fabrik , Holger |SETRALEXIN 50 50mg Film-coated tablet Oral use
Republic Danskaes Vej 89, DK - 2000
Frederiksberg
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Slovak EGIS Pharmaceuticals Ltd., Kereszturi [STIMULOTON 50mg 50mg Film-coated tablet Oral use
Republic ut 30-38, HU- 1160 Budapest
Slovak Pfizer Limited, Ramsgate Road, ZOLOFT OC 20mg/ml  [20mg/ml Concentrate for solution for  |Intravenous use
Republic Sandwich infusion

Kent CT13 9NJ

UNITED KINGDOM
Slovak Pfizer Limited, Sandwich ZOLOFT 50mg 50mg Film-coated tablet Oral use
Republic Kent CT13 9NJ

UNITED KINGDOM
Slovak Pfizer Limited, Sandwich ZOLOFT 100mg 100mg Film-coated tablet Oral use
Republic Kent CT13 9NJ

UNITED KINGDOM
Slovak Ranbaxy (UK) Ltd, C.P.House, 97-  |SERLIFT 100mg 100mg Film-coated tablet Oral use
Republic 107 Uxbridge Road, Eabing,, UK -

London, W5 5TL
Slovak Ranbaxy (UK) Ltd, C.P.House, 97-  |SERLIFT 50mg 50mg Film-coated tablet Oral use
Republic 107 Uxbridge Road, Eabing,, UK -

London, W5 5TL
Slovak Ratiopharm GmbH , Gras-Orco-Strasse|SERTRALIN- 100mg Film-coated tablet Oral use
Republic 3,D-890 79 Ulm RATIOPHARM 100mg
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Slovak Ratiopharm GmbH , Gras-Orco-Strasse|SERTRALIN- 50mg Film-coated tablet Oral use
Republic 3,D-890 79 Ulm RATIOPHARM 50mg
Slovak Zentiva a.s., U Kabelovny 130, Dolni |ZENON 50mg 50mg Film-coated tablet Oral use
Republic Mecholupy , CZ - 102 37 Praha 10
Slovak Zentiva a.s., U Kabelovny 130, Dolni |ZENON 100mg 100mg Film-coated tablet Oral use
Republic Mecholupy , CZ - 102 37 Praha 10
Slovenia Hexal AG, Industriestrasse 25, 83607 |Sertralin HEXAL 50 mg Film-coated tablet Oral use
Holzkirchen, Germany
Slovenia Hexal AG, Industriestrasse 25, 83607 |[Sertralin HEXAL 100 mg Film-coated tablet Oral use
Holzkirchen, Germany
Slovenia KRKA, tovarna zdravil, d.d., Novo ASENTRA 50 mg Film-coated tablet Oral use
mesto, Smarjeska cesta 6, SI-8501
Novo mesto, Slovenia
Slovenia KRKA, tovarna zdravil, d.d., Novo ASENTRA 100 mg Film-coated tablet Oral use
mesto, Smarjeska cesta 6, SI-8501
Novo mesto, Slovenia
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Slovenia Pfizer Luxembourg SARL, 283, route |ZOLOFT 50 mg Film-coated tablet Oral use
d' Arlon, L-8011 Strassen,
Luxembourg

Slovenia Pfizer Luxembourg SARL, 283, route |ZOLOFT 100 mg Film-coated tablet Oral use
d' Arlon, L-8011 Strassen,
Luxembourg

Spain ACOST COMERCIAL GENERIC-  [SERTRALINA ACOST |100 mg Coated tablet Oral use
PHARMA, S.L., Ferraz, 10. 1° Izq., 100 mg coated tablets
Madrid 28008, Spain

Spain ACOST COMERCIAL GENERIC- SERTRALINA ACOST |50 mg Coated tablet Oral use
PHARMA, S.L., Ferraz, 10. 1° Izq., 50 mg coated tablets
Madrid 28008, Spain

Spain BEXAL FARMACEUTICA, S.A, SERTRALINA BEXAL [100 mg Tablet Oral use
Ventura Rodriguez, 7 - 5% planta, 100 mg tablets
Madrid 28008, Spain

Spain BEXAL FARMACEUTICA, S.A, SERTRALINA BEXAL |50 mg Tablet Oral use
Ventura Rodriguez, 7 - 5% planta, 50 mg tablets
Madrid 28008, Spain

Spain COMBINO PHARM, S.L., Fructuos [SERTRALINA 50 mg Tablet Oral use
Gelabert, 6-8, Sant Joan Despi 08970, |VANCOMBEX 50 mg
Spain tablets
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Spain COMBINO PHARM, S.L., Fructuos |SERTRALINA 100 mg Tablet Oral use
Gelabert, 6-8, Sant Joan Despi 08970, [COMBINO PHARM 100
Spain mg tablets
Spain DERMOGEN FARMA, S.A., SAN SERTRALINA 50 mg Coated tablet Oral use
RAFAEL, 3, Alcobendas 28108, Spain [ DERMOGEN 50 mg
coated tablets
Spain DERMOGEN FARMA, S.A., SAN SERTRALINA 100 mg Coated tablet Oral use
RAFAEL, 3, Alcobendas 28108, Spain  DERMOGEN 100 mg
coated tablets
Spain GENERICS UK LTD, Station Close [SERTRAMERCK 50 mg |50 mg Tablet Oral use
Potters Bar, Hertfordhsire, EN6 1TL, [tablets
UK
Spain GENERICS UK LTD, Station Close |SERTRAMERCK 100 mg|100 mg Tablet Oral use
Potters Bar, Hertfordhsire, EN6 1TL, |tablets
UK
Spain GENERICS UK LTD, Station Close |SERTRALIX 50 mg 50 mg Tablet Oral use
Potters Bar, Hertfordhsire, EN6 1TL, [tablets
UK
Spain GENERICS UK LTD, Station Close |SERTRALIX 100 mg 100 mg Tablet Oral use

Potters Bar, Hertfordhsire, EN6 1TL,
UK

tablets
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Spain GENERICS UK LTD, Station Close |DEPESERT 50 mg tablets |50 mg Tablet Oral use
Potters Bar, Hertfordhsire, EN6 1TL,
UK

Spain GENERICS UK LTD, Station Close |DEPESERT 100 mg 100 mg Tablet Oral use
Potters Bar, Hertfordhsire, EN6 1TL, [tablets
UK

Spain GENERICS UK LTD, Station Close |SERSEITRAN 50 mg 50 mg Tablet Oral use
Potters Bar, Hertfordhsire, EN6 1TL, [tablets
UK

Spain GENERICS UK LTD, Station Close [SERSEITRAN 100 mg |100 mg Tablet Oral use
Potters Bar, Hertfordhsire, EN6 1TL, [tablets
UK

Spain GENERICS UK LTD, Station Close |SERTRALINA 50 mg Tablet Oral use
Potters Bar, Hertfordhsire, EN6 1TL, |GENERICS 50 mg tablets
UK

Spain GENERICS UK LTD, Station Close ~|[SERTRALINA 100 mg Tablet Oral use
Potters Bar, Hertfordhsire, EN6 1TL, |GENERICS 100 mg
UK tablets

Spain GENERICS UK LTD, Station Close |LUSTRAGEN 50 mg 50 mg Tablet Oral use
Potters Bar, Hertfordhsire, EN6 1TL, [tablets
UK
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Spain GENERICS UK LTD, Station Close |LUSTRAGEN 100 mg 100 mg Tablet Oral use
Potters Bar, Hertfordhsire, EN6 1TL, [tablets
UK

Spain GENERICS UK LTD, Station Close |LUSTRAMERCK 50 mg |50 mg Tablet Oral use
Potters Bar, Hertfordhsire, EN6 1TL, [tablets
UK

Spain GENERICS UK LTD, Station Close |LUSTRAMERCK 100 100 mg Tablet Oral use
Potters Bar, Hertfordhsire, EN6 1TL, |mg tablets
UK

Spain INVICTA FARMA, S.A., Avda. de SERTRALINA INVICTA |50 mg Film-coated tablet Oral use
Europa, 20 B. Parque Empresarial La |[FARMA 50 mg film
Moraleja, 28108 Alcobendas, Spain  |coated tablets

Spain INVICTA FARMA, S.A., Avda. de SERTRALINA INVICTA |100 mg Film-coated tablet Oral use
Europa, 20 B. Parque Empresarial La |[FARMA 100 mg film
Moraleja, 28108 Alcobendas, Spain  |coated tablets

Spain KERN PHARMA, S.L., Venus, 72. SERTRALINA KERN 50 (50 mg Tablet Oral use
Poligono Industrial Colon II., Terrassa |mg tablets
08228, Spain

Spain KERN PHARMA, S.L., Venus, 72. SERTRALINA KERN 100 mg Tablet Oral use
Poligono Industrial Colon II., Terrassa [100 mg tablets
08228, Spain
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Spain LAB. ANGENERICO, S.L.Osio, 7-9 |SERTRALINA 100 mg Coated tablet Oral use
08034 Barcelona, Spain ANGENERICO 100 mg

coated tablets

Spain LAB. ANGENERICO, S.L.Osio, 7-9 [SERTRALINA 50 mg Coated tablet Oral use

08034 Barcelona, Spain ANGENERICO 50 mg
coated tablets

Spain LABORATORIO STADA, S.L SERTRALINA BAYVIT |100 mg Tablets Oral use
Frederic Mompou, 5, Sant Just 100 mg tablets
Desvern 08960, Spain

Spain LABORATORIO STADA, S.L SERTRALINA BAYVIT |50 mg Tablets Oral use
Frederic Mompou, 5, Sant Just 50 mg tablets
Desvern 08960, Spain

Spain LABORATORIOS ALTER, S.A., ALTISBEN 50 mg film |50 mg Film-coated tablet Oral use
Mateo Inurria, 30., Madrid 28036, coated tablets
Spain

Spain LABORATORIOS ALTER, S.A., ALTISBEN 100 mg film {100 mg Film-coated tablet Oral use
Mateo Inurria, 30., Madrid 28036, coated tablets
Spain

Spain LABORATORIOS ALTER, S.A., SERTRALINA ALTER |50 mg Film-coated tablet Oral use
Mateo Inurria, 30., Madrid 28036, 50 mg film coated tablets
Spain
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Spain LABORATORIOS ALTER, S.A., SERTRALINA ALTER |100 mg Film-coated tablet Oral use
Mateo Inurria, 30., Madrid 28036, 100 mg film coated tablets
Spain

Spain LABORATORIOS BELMAC, S.A., [SERTRALINA BELMAC|100 mg Tablet Oral use
Teide, 4-planta baja. Poligono 100 mg tablets
Empresarial La Marina, San Sebastian
de los Reyes 28700, Spain

Spain LABORATORIOS BELMAC, S.A., [SERTRALINA BELMAC|50 mg Tablet Oral use
Teide, 4-planta baja. Poligono 50 mg tablets
Empresarial La Marina, San Sebastian
de los Reyes 28700, Spain

Spain LABORATORIOS CINFA, S.A., SERTRALINA CINFA |50 mg Tablet Oral use
Olaz-Chipi, 10. Polig. Areta., Huarte- |50 mg tablets
Pamplona 31620, Spain

Spain LABORATORIOS CINFA, S.A., SERTRALINA CINFA |100 mg Tablet Oral use
Olaz-Chipi, 10. Polig. Areta., Huarte- |100 mg tablets
Pamplona 31620, Spain

Spain LABORATORIOS DAVUR, S.L, SERTRALINA DAVUR (100 mg Tablet Oral use
Teide, 4-planta baja. Poligono 100 mg tablets
Empresarial La Marina, San Sebastian
de los Reyes 28700, Spain

Spain LABORATORIOS DAVUR, S.L, SERTRALINA DAVUR |50 mg Tablet Oral use
Teide, 4-planta baja. Poligono 50 mg tablets
Empresarial La Marina, San Sebastian
de los Reyes 28700, Spain
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Spain LABORATORIOS DR. ESTEVE, AREMIS 100 mg tablets |{100 mg Tablet Oral use
S.A, Avda. Mare de Déu de
Montserrat, 221, 08041 Barcelona,
Spain
Spain LABORATORIOS DR. ESTEVE, AREMIS 50 mg tablets |50 mg Tablet Oral use
S.A, Avda. Mare de Déu de
Montserrat, 221, 08041 Barcelona,
Spain
Spain LABORATORIOS DR. ESTEVE, AREMIS 20 mg/ml 20 mg/ml ORAL SOLUTION Oral use
S.A, Avda. Mare de Déu de concentrated liquid for
Montserrat, 221, 08041 Barcelona, oral use
Spain
Spain LABORATORIOS EDIGEN, S.A, SERTRALINA EDIGEN |100 mg Tablet Oral use
Chile 8, 2° Oficina 203.Edificio 100 mg tablets
Euromadrid, Las Matas 28290, Spain
Spain LABORATORIOS EDIGEN, S.A, SERTRALINA EDIGEN |50 mg Tablet Oral use
Chile 8, 2° Oficina 203.Edificio 50 mg tablets
Euromadrid, Las Matas 28290, Spain
Spain LABORATORIOS GRAPA, S.L., SERTRALINA GRAPA (100 g Coated tablet Oral use
ROSARIO PINO, 8, 28020 Madrid, 100 mg coated tablets
Spain
Spain LABORATORIOS GRAPA, S.L., SERTRALINA GRAPA (50 g Coated tablet Oral use

ROSARIO PINO, 8, 28020 Madrid,
Spain

50 mg coated tablets
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Spain

LABORATORIOS JUVENTUS, S.A.,
Julian Camarillo, 37, Madrid 28037,
Spain

SERTRALINA
JUVENTUS 50 mg
tablets

50 mg

Tablet

Oral use

Spain

LABORATORIOS JUVENTUS, S.A.,
Julian Camarillo, 37, Madrid 28037,
Spain

SERTRALINA
JUVENTUS 100 mg
tablets

100 mg

Tablet

Oral use

Spain

LABORATORIOS NORMON, S.A.,
Nieremberg, 10., Madrid 28002, Spain

SERTRALINA
NORMON 100 mg film
coated tablets

100 mg

Film-coated tablet

Oral use

Spain

LABORATORIOS NORMON, S.A.,
Nieremberg, 10., Madrid 28002, Spain

SERTRALINA
NORMON 50 mg film
coated tablets

50 mg

Film-coated tablet

Oral use

Spain

LABORATORIOS PEREZ J IMENEZ,
Glorieta Farmaceutico Perez Gimenez,
1., Cordoba 14007, Spain

SERTRALINA CUVE 50
mg tablets

50 mg

Tablet

Oral use

Spain

LABORATORIOS PEREZ ] IMENEZ,
Glorieta Farmaceutico Perez Gimenez,
1., Cordoba 14007, Spain

SERTRALINA CUVE
100 mg tablets

10 Omg

Tablet

Oral use

Spain

LABORATORIOS RANBAXY, S.L.,
Tuset, 20-24, 08006 Barcelona, Spain

SERTRALINA
RANBAXY 50 mg tablets

50 mg

Tablet

Oral use
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Spain LABORATORIOS RANBAXY, S.L., [SERTRALINA 100 mg Tablet Oral use
Tuset, 20-24, 08006 Barcelona, Spain [RANBAXY 100 mg
tablets
Spain LABORATORIOS RUBIO, S.A., SERTRALINA RUBIO [100 mg Film-coated tablet Oral use
Industria 29 - Pol. Ind. Comte de Sert., {100 mg film coated tablets
Castellbisbal 08755, Spain
Spain LABORATORIOS RUBIO, S.A., SERTRALINA RUBIO (50 mg Film-coated tablet Oral use
Industria 29 - Pol. Ind. Comte de Sert., |50 mg film coated tablets
Castellbisbal 08755, Spain
Spain LITAPHAR, S.A., Orendaundi, 9, SERTRALINA APHAR |50 mg Tablet Oral use
20730 Guipuzcoa, Spain 50 mg tablets
Spain LITAPHAR, S.A., Orendaundi, 9, SERTRALINA APHAR |100 mg Tablet Oral use
20730 Guipuzcoa, Spain 100 mg tablets
Spain LITAPHAR, S.A.Orendaundi, 9 SERTRALINA aphar 100 |100 mg Tablet Oral use
20730 Guipuzcoa, Spain mg tablets
Spain LITAPHAR, S.A.Orendaundi, 9 SERTRALINA APHAR |50 mg Tablet Oral use
20730 Guipuzcoa, Spain 50 mg tablets
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Spain MABO FARMA, S.A, Carretera M- |SERTRALINA MABO |50 mg Film-coated tablet Oral use
300 Km 30,500, Alcala de Henares 50 mg film coated tablets
28802, Spain
Spain MABO FARMA, S.A, Carretera M- |SERTRALINA MABO |100 mg Film-coated tablet Oral use
300 Km 30,500, Alcala de Henares 100 mg film coated tablets
28802, Spain
Spain MERCK GENERICOS, S.L, CTRA.N-|SERTRALINA MERCK (50 mg Tablet Oral use
152,KM 19 - POLiGONO MERCK, |50 mg tablets
08100 Mollet del Valles, Spain
Spain MERCK GENERICOS, S.L, CTRA.N-|SERTRALINA MERCK |100 mg Tablet Oral use
152,KM 19 - POLiGONO MERCK, |100 mg tablets
08100 Mollet del Valles, Spain
Spain MUNDOGEN FARMA, S.A., Severo [SERTRALINA 50 mg Film-coated tablet Oral use
Ochoa, 2, Tres Cantos 28760, Spain  [MUNDOGEN 50 mg film
coated tablets
Spain MUNDOGEN FARMA, S.A., Severo [SERTRALINA 100 mg Film-coated tablet Oral use
Ochoa, 2, Tres Cantos 28760, Spain  [MUNDOGEN 100 mg
film coated tablets
Spain PFIZER, S.A., Avda. de Europa, 20 B. |BESITRAN 50 mg tablets |50 mg Tablet Oral use

Parque Empresarial La Moraleja,
28108 Alcobendas, Spain
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Spain PFIZER, S.A., Avda. de Europa, 20 B. |BESITRAN 100 mg 100 mg Tablet Oral use
Parque Empresarial La Moraleja, tablets
28108 Alcobendas, Spain

Spain PFIZER, S.A., Avda. de Europa, 20 B. |BESITRAN 20 mg/ml 20 mg/ml ORAL SOLUTION Oral use
Parque Empresarial La Moraleja, concentrated liquid for
28108 Alcobendas, Spain oral use

Spain PHARMAGENUS ,S.A, Passeig de SERTRALINA 100 mg Film-coated tablet Oral use
Gracia, 55 5° 1%, Barcelona 08007, PHARMAGENUS 100
Spain mg film coated tablets

Spain PHARMAGENUS ,S.A, Passeig de SERTRALINA 50 mg Film-coated tablet Oral use
Gracia, 55 5° 1*, Barcelona 08007, PHARMAGENUS 50 mg
Spain film coated tablets

Spain PHARMAGENUS ,S.A, Passeigde  |SERTRALINA 100 mg Film-coated tablet Oral use
Gracia, 55 5° 1%, Barcelona 08007, PHARMAGENUS 100
Spain mg film coated tablets

Spain PHARMAGENUS ,S.A, Passeigde  |SERTRALINA 50 mg Film-coated tablet Oral use
Gracia, 55 5° 1%, Barcelona 08007, PHARMAGENUS 50 mg
Spain film coated tablets

Spain RATIOPHARM ESPANA, S.A., SERTRALINA 100 mg Tablet Oral use
Avda. de Burgos, 16 D - 5 Planta, RATIOPHARM 100 mg
Madrid 28036, Spain tablets
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Spain RATIOPHARM ESPANA, S.A., SERTRALINA 50 mg Tablet Oral use
Avda. de Burgos, 16 D - 5* Planta, RATIOPHARM 50 mg
Madrid 28036, Spain tablets

Spain RIMAFAR, S.L., Pol. Ind. Malpica SERTRALINA 100 mg Tablet Oral use
Calle C, N° 4, Zaragoza 50016, Spain |[RIMAFAR 100 mg

tablets

Spain RIMAFAR, S.L., Pol. Ind. Malpica SERTRALINA 50 mg Tablet Oral use
Calle C, N° 4, Zaragoza 50016, Spain |RIMAFAR 50 mg tablets

Spain SANDOZ FARMACEUTICA, S.A, |SERTRALINA SANDOZ |50 mg Tablet Oral use
Gran Via de les Corts Catalanes, 764, |50 mg tablets
Barcelona 08013, Spain

Spain SANDOZ FARMACEUTICA, S.A, |SERTRALINA SANDOZ |100 mg Tablet Oral use
Gran Via de les Corts Catalanes, 764, |100 mg tablets
Barcelona 08013, Spain

Spain TARBIS FARMA, S.L., Gran Via SERTRALINA TARBIS |50 mg Tablet Oral use
Carlos III, 94, Barcelona 08028, Spain {50 mg tablets

Spain TARBIS FARMA, S.L., Gran Via SERTRALINA TARBIS [100 mg Tablet Oral use
Carlos 111, 94, Barcelona 08028, Spain |100 mg tablets
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Spain USO RACIONAL, S.L., Ferraz, 10 - 1°|SERTRALINA UR 100 |100 mg Tablet Oral use
Izda., Madrid 28008, Spain mg tablets

Spain USO RACIONAL, S.L., Ferraz, 10 - 1°{]SERTRALINA UR 50 mg|50 mg Tablet Oral use
Izda., Madrid 28008, Spain tablets

Sweden Alfred E Tiefenbacher (GmbH & Co. |Sertralin Tiefenbacher 50 mg Film-coated tablet Oral use
KG) Van-der-Smissen Strasse 1 DE-
22767 Hamburg Tyskland (DEU)

Sweden Alfred E Tiefenbacher (GmbH & Co. |Sertralin Tiefenbacher 100 mg Film-coated tablet Oral use
KG) Van-der-Smissen Strasse 1 DE-
22767 Hamburg Tyskland (DEU)

Sweden Alfred E Tiefenbacher (GmbH & Co. |Sertrawitt 50 mg Film-coated tablet Oral use
KG) Van-der-Smissen Strasse 1 DE-
22767 Hamburg Tyskland (DEU)

Sweden Alfred E Tiefenbacher (GmbH & Co. |Sertrawitt 100 mg Film-coated tablet Oral use
KG) Van-der-Smissen Strasse 1 DE-
22767 Hamburg Tyskland (DEU)

Sweden Alfred E Tiefenbacher (GmbH & Co. |Sertrabt 50 mg Film-coated tablet Oral use
KG) Van-der-Smissen Strasse 1 DE-
22767 Hamburg Tyskland (DEU)
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Sweden

Alfred E Tiefenbacher (GmbH & Co.

KG) Van-der-Smissen Strasse 1 DE-
22767 Hamburg Tyskland (DEU)

Sertrabt

100 mg

Film-coated tablet

Oral use

Sweden

Alfred E Tiefenbacher (GmbH & Co.

KG) Van-der-Smissen Strasse 1 DE-
22767 Hamburg Tyskland (DEU)

Sertrabeck

50 mg

Film-coated tablet

Oral use

Sweden

Alfred E Tiefenbacher (GmbH & Co.

KG) Van-der-Smissen Strasse 1 DE-
22767 Hamburg Tyskland (DEU)

Sertrabeck

100 mg

Film-coated tablet

Oral use

Sweden

Alfred E Tiefenbacher (GmbH & Co.

KG) Van-der-Smissen Strasse 1 DE-
22767 Hamburg Tyskland (DEU)

Sertratifi

50 mg

Film-coated tablet

Oral use

Sweden

Alfred E Tiefenbacher (GmbH & Co.

KG) Van-der-Smissen Strasse 1 DE-
22767 Hamburg Tyskland (DEU)

Sertratifi

100 mg

Film-coated tablet

Oral use

Sweden

Alfred E Tiefenbacher (GmbH & Co.

KG) Van-der-Smissen Strasse 1 DE-
22767 Hamburg Tyskland (DEU)

Sertralin AET

50 mg

Film-coated tablet

Oral use

Sweden

Alfred E Tiefenbacher (GmbH & Co.

KG) Van-der-Smissen Strasse 1 DE-
22767 Hamburg Tyskland (DEU)

Sertralin AET

100 mg

Film-coated tablet

Oral use
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Sweden

Alfred E Tiefenbacher (GmbH & Co.

KG) Van-der-Smissen Strasse 1 DE-
22767 Hamburg Tyskland (DEU)

Sertraratio

50 mg

Film-coated tablet

Oral use

Sweden

Alfred E Tiefenbacher (GmbH & Co.

KG) Van-der-Smissen Strasse 1 DE-
22767 Hamburg Tyskland (DEU)

Sertraratio

100 mg

Film-coated tablet

Oral use

Sweden

Alfred E Tiefenbacher (GmbH & Co.

KG) Van-der-Smissen Strasse 1 DE-
22767 Hamburg Tyskland (DEU)

Sertralin Merckle

50 mg

Film-coated tablet

Oral use

Sweden

Alfred E Tiefenbacher (GmbH & Co.

KG) Van-der-Smissen Strasse 1 DE-
22767 Hamburg Tyskland (DEU)

Sertralin Merckle

100 mg

Film-coated tablet

Oral use

Sweden

Alfred E Tiefenbacher (GmbH & Co.

KG) Van-der-Smissen Strasse 1 DE-
22767 Hamburg Tyskland (DEU)

Sertralin Omega

50 mg

Film-coated tablet

Oral use

Sweden

Alfred E Tiefenbacher (GmbH & Co.

KG) Van-der-Smissen Strasse 1 DE-
22767 Hamburg Tyskland (DEU)

Sertralin Omega

100 mg

Film-coated tablet

Oral use

Sweden

Hexal A/S Kanalholmen 8-12 2650
Hvidovre Danmark (DNK)

Sertralin Hexal

50 mg

Film-coated tablet

Oral use
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Sweden Hexal A/S Kanalholmen 8-12 2650 Sertralin Hexal 100 mg Film-coated tablet Oral use
Hvidovre Danmark (DNK)
Sweden Hormosan Pharma GmbH Sertralin Hormosan 50 mg Film-coated tablet Oral use
Willhelmshoher Strasse 106 D-60389
Frankfurt am Main Tyskland (DEU)
Sweden Hormosan Pharma GmbH Sertralin Hormosan 100 mg Film-coated tablet Oral use
Willhelmshdher Strasse 106 D-60389
Frankfurt am Main Tyskland (DEU)
Sweden Laboratoires IREX 7, Avenue Gallieni |Sertralin Irex 50 mg Film-coated tablet Oral use
94257 Gentilly Cedex Frankrike (FRA)
Sweden Laboratoires IREX 7, Avenue Gallieni |Sertralin Irex 100 mg Film-coated tablet Oral use
94257 Gentilly Cedex Frankrike (FRA)
Sweden Pfizer AB Box 501 183 25 Téby Zoloft 50 mg Film-coated tablet Oral use
Sverige (SWE)
Sweden Pfizer AB Box 501 183 25 Taby Zoloft 100 mg Film-coated tablet Oral use
Sverige (SWE)
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Sweden Pfizer AB Box 501 183 25 Taby Zoloft 20 mg/ml Concentrate for oral solution |Oral use
Sverige (SWE)
Sweden Pfizer AB Box 501 183 25 Taby Zoloft 25 mg Film-coated tablet Oral use
Sverige (SWE)
Sweden Pfizer AB Box 501 183 25 Téby Zoloft 25 mg + 50 mg 25mg+50mg |Film-coated tablet Oral use
Sverige (SWE)
Sweden Ranbaxy (UK) Ltd 95 Park Lane Sertralin Ranbaxy 50 mg Film-coated tablet Oral use
Mayfair London WIK 7TE, UK
Sweden Ranbaxy (UK) Ltd 95 Park Lane Sertralin Ranbaxy 100 mg Film-coated tablet Oral use
Mayfair London WIK 7TE, UK
Sweden Stada Arzneimittel AG Stadastrasse 2- |Sertralin STADA 50 mg Film-coated tablet Oral use
18 DE-61118 Bad Vilbel Tyskland
(DEU)
Sweden Stada Arzneimittel AG Stadastrasse 2- |Sertralin STADA 100 mg Film-coated tablet Oral use
18 DE-61118 Bad Vilbel Tyskland
(DEU)
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Sweden Stichting ParkPharma De Sitterlaan 95 |Sertralin Stichting 50 mg Film-coated tablet Oral use
2313 TL Leiden Nederldnderna (NLD) |ParkPharma
Sweden Stichting ParkPharma De Sitterlaan 95 |Sertralin Stichting 100 mg Film-coated tablet Oral use
2313 TL Leiden Nederldnderna (NLD) [ParkPharma
United Pfizer Limited, Walton Oaks, Dorking |Lustral 50mg Tablet Oral use
Kingdom Road, Walton-on-the-Hill, Surrey
KT20 7NS, UK
United Pfizer Limited, Walton Oaks, Dorking |Lustral 100mg Tablet Oral use
Kingdom Road, Walton-on-the-Hill, Surrey
KT20 7NS, UK
VENLAFAXINE containing medicinal products with Marketing Authorisation in the European Union
Member State (Marketing Authorisation Holder Invented Name Strength Pharmaceutical form Route of administration
Austria Wyeth-Lederle Pharma Ges.m.b.H.,  |Efectin ER 37,5mg- 37,5mg Capsule Oral use
Storchengasse 1, 1150 Wien, Austria  |Kapseln
Austria Wyeth-Lederle Pharma Ges.m.b.H.,  |Efectin ER 75mg-Kapseln |75mg Capsule Oral use
Storchengasse 1, 1150 Wien, Austria
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Austria Wyeth-Lederle Pharma Ges.m.b.H.,  |Efectin ER 150mg- 150mg Capsule Oral use
Storchengasse 1, 1150 Wien, Austria |Kapseln
Austria Wyeth-Lederle Pharma Ges.m.b.H.,  |Efectin 25mg-Tabletten |25mg Tablet Oral use
Storchengasse 1, 1150 Wien, Austria
Austria Wyeth-Lederle Pharma Ges.m.b.H.,  |Efectin 37,5mg-Tabletten |37,5mg Tablet Oral use
Storchengasse 1, 1150 Wien, Austria
Austria Wyeth-Lederle Pharma Ges.m.b.H.,  |Efectin 50mg-Tabletten [50mg Tablet Oral use
Storchengasse 1, 1150 Wien, Austria
Austria Wyeth-Lederle Pharma Ges.m.b.H.,  |Efectin 75mg-Tabletten |75mg Tablet Oral use
Storchengasse 1, 1150 Wien, Austria
Belgium A.H.P. PHARMA Rue du Bosquet 15 |Efexor 37.5mg Tablet Oral use
1348 Louvain-la-Neuve, Belgium
Belgium A.H.P. PHARMA Rue du Bosquet 15 |Efexor 50 mg Tablet Oral use
1348 Louvain-la-Neuve, Belgium
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Belgium A.H.P. PHARMA Rue du Bosquet 15 |Efexor 75 mg Tablet Oral use
1348 Louvain-la-Neuve, Belgium
Belgium A .H.P. PHARMA Rue du Bosquet 15 |Efexor - Exel 37.5 mg Prolonged-release capsule, Oral use
1348 Louvain-la-Neuve, Belgium hard
Belgium A.H.P. PHARMA Rue du Bosquet 15 |Efexor - Exel 75 mg Prolonged-release capsule, Oral use
1348 Louvain-la-Neuve, Belgium hard
Belgium A.H.P. PHARMA Rue du Bosquet 15 |Efexor - Exel 150 mg Prolonged-release capsule, Oral use
1348 Louvain-la-Neuve, Belgium hard
Belgium A.H.P. PHARMA Rue du Bosquet 15 |Venlax 37.5 mg Prolonged-release capsule, Oral use
1348 Louvain-la-Neuve, Belgium hard
Belgium A .H.P. PHARMA Rue du Bosquet 15 |Venlax 75 mg Prolonged-release capsule, Oral use
1348 Louvain-la-Neuve, Belgium hard
Belgium A.H.P. PHARMA Rue du Bosquet 15 |Venlax 150 mg Prolonged-release capsule, Oral use
1348 Louvain-la-Neuve, Belgium hard
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Cyprus

MEDOCHEMIE LTD, P.0.BOX
51409, 3505 LEMESOS, CYPRUS

VENLAFAXINE

37.5 mg

Tablet

Oral use

Cyprus

MEDOCHEMIE LTD, P.O.BOX
51409, 3505 LEMESOS, CYPRUS

VENLAFAXINE

50 mg

Tablet

Oral use

Cyprus

MEDOCHEMIE LTD, P.O.BOX
51409, 3505 LEMESOS, CYPRUS

VENLAFAXINE

75 mg

Tablet

Oral use

Cyprus

WYETH HELLAS AEBE, 126
KYPROU AND 25TH MARCH
STREET ARGIROUPOLI 16452
ATHENS, GREECE

EFEXOR

37.5 mg

Tablet

Oral use

Cyprus

WYETH HELLAS AEBE, 126
KYPROU AND 25TH MARCH
STREET ARGIROUPOLI 16452
ATHENS, GREECE

EFEXOR

50 mg

Tablet

Oral use

Cyprus

WYETH HELLAS AEBE, 126
KYPROU AND 25TH MARCH
STREET ARGIROUPOLI 16452
ATHENS, GREECE

EFEXOR

75 mg

Tablet

Oral use

Cyprus

WYETH HELLAS AEBE, 126
KYPROU AND 25TH MARCH
STREET ARGIROUPOLI 16452
ATHENS, GREECE

EFEXOR XR

75 mg

Capsule, hard

Oral use
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Cyprus WYETH HELLAS AEBE, 126 EFEXOR XR 150 mg Capsule, hard Oral use
KYPROU AND 25TH MARCH
STREET ARGIROUPOLI 16452
ATHENS, GREECE
Czech WYETH-LEDERLE PHARMA EFECTIN 50 MG 50 mg Tablet Oral use
Republic GMBH, Vienna, Storchengasse 1,
1150 Wien, Austria
Czech WYETH-LEDERLE PHARMA EFECTIN ER 37,5 MG |37.5 mg Prolonged-release capsule, Oral use
Republic GMBH, Vienna, Storchengasse 1, hard
1150 Wien, Austria
Czech WYETH-LEDERLE PHARMA EFECTIN ER 75 MG 75 mg Prolonged-release capsule, Oral use
Republic GMBH, Vienna, Storchengasse 1, hard
1150 Wien, Austria
Czech WYETH-LEDERLE PHARMA EFECTIN ER 150 MG |150 mg Prolonged-release capsule, Oral use
Republic GMBH, Vienna, Storchengasse 1, hard
1150 Wien, Austria
Denmark Wyeth Laboratories, New Lane, Efexor 37,5 mg Tablet Oral use
P092NG Havant, Hants, GB
Denmark Wyeth Laboratories, New Lane, Efexor 75 mg Tablet Oral use
P092NG Havant, Hants, GB
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Denmark Wyeth Lederle Nordiska AB, Efexor Depot 75 mg Prolonged-release capsule, Oral use
Hagahuset, S-17124 Solna, Sweden hard

Denmark Wyeth Lederle Nordiska AB, Efexor Depot 150 mg Prolonged-release capsule, Oral use
Hagahuset, S-17124 Solna, Sweden hard

Estonia WYETH LEDERLE PHARMA GmbH|EFEXOR XR 75mg Prolonged-release capsule, Oral use
Storchengasse 1 A-1150 Vienna , hard
Austria

Estonia WYETH LEDERLE PHARMA GmbH|EFEXOR XR 150mg Prolonged-release capsule, Oral use
Storchengasse 1 A-1150 Vienna , hard
Austria

Estonia WYETH LEDERLE PHARMA GmbH|EFEXOR 37,5 MG 37.5mg Tablet Oral use
Storchengasse 1 A-1150 Vienna ,
Austria

Estonia WYETH LEDERLE PHARMA GmbH|EFEXOR XR 37.5mg Prolonged-release capsule, Oral use
Storchengasse 1 A-1150 Vienna , hard
Austria

Finland Combino Pharm, S.L., Fructuds Venlafaxine Combino 37.5 mg Tablet Oral use
Gelabert, 6-8, 08970 SANT JOAN Pharm
DESPI Barcelona, Spain
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Finland Combino Pharm, S.L., Fructuos Venlafaxine Combino 50 mg Tablet Oral use
Gelabert, 6-8, 08970 SANT JOAN Pharm
DESPI Barcelona, Spain
Finland Combino Pharm, S.L., Fructuds Venlafaxine Combino 75 mg Tablet Oral use
Gelabert, 6-8, 08970 SANT JOAN Pharm
DESPI Barcelona, Spain
Finland John Wyeth & Brothers Ltd, New Efexor 37.5mg Tablet Oral use
Lane, Havant, HANTS, P09 2NG,
United Kingdom
Finland John Wyeth & Brothers Ltd, New Efexor 75 mg Tablet Oral use
Lane, Havant, HANTS, P09 2NG,
United Kingdom
Finland Ratiopharm GmbH, Graf-Arco-Strasse |Venlafaxin Ratiopharm  |37.5 mg Tablet Oral use
3, 89070 ULM, Germany
Finland Ratiopharm GmbH, Graf-Arco-Strasse |Venlafaxin Ratiopharm |50 mg Tablet Oral use
3, 89070 ULM, Germany
Finland Ratiopharm GmbH, Graf-Arco-Strasse |Venlafaxin Ratiopharm |75 mg Tablet Oral use
3, 89070 ULM, Germany
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Finland

Wyeth Lederle Nordiska Ab, Dalvigen
12, B.0.BOX 1822, 17124 SOLNA,
Sweden

Efexor Depot

75 mg

Prolonged relaesed capsule,
hard

Oral use

Finland

Wyeth Lederle Nordiska Ab, Dalvigen
12, B.0.BOX 1822, 17124 SOLNA,
Sweden

Efexor Depot

150 mg

Prolonged relaesed capsule,
hard

Oral use

France

Wyeth pharmaceuticals France

Coeur Defense — Tour A

La Defense 4

92931 Paris La Defense Cedex France

EFFEXOR

25 MG

Tablet

Oral use

France

Wyeth pharmaceuticals France

Coeur Defense — Tour A

La Defense 4

92931 Paris La Defense Cedex France

EFFEXOR

37,5 mg

Tablet

Oral use

France

Wyeth pharmaceuticals France

Coeur Defense — Tour A

La Defense 4

92931 Paris La Defense Cedex France

EFFEXOR

50 mg

Tablet

Oral use

France

Wyeth pharmaceuticals France

Coeur Defense — Tour A

La Defense 4

92931 Paris La Defense Cedex France

EFFEXOR

75 mg

Tablet

Oral use
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France

Wyeth pharmaceuticals France

Coeur Defense — Tour A

La Defense 4

92931 Paris La Defense Cedex France

EFFEXOR LP

150 mg

Prolonged releasecapsule, hard

Oral use

France

Wyeth pharmaceuticals France

Coeur Defense — Tour A

La Defense 4

92931 Paris La Defense Cedex France

EFFEXOR LP

37,5 mg

Prolonged releasecapsule, hard

Oral use

France

Wyeth pharmaceuticals France

Coeur Defense — Tour A

La Defense 4

92931 Paris La Defense Cedex France

EFFEXOR LP

75 mg

Prolonged releasecapsule, hard

Oral use

France

Wyeth pharmaceuticals France

Coeur Defense — Tour A

La Defense 4

92931 Paris La Defense Cedex France

TREVILOR

25 mg

Tablet

Oral use

France

Wyeth pharmaceuticals France

Coeur Defense — Tour A

La Defense 4

92931 Paris La Defense Cedex France

TREVILOR

37,5 mg

Tablet

Oral use

France

Wyeth pharmaceuticals France

Coeur Defense — Tour A

La Defense 4

92931 Paris La Defense Cedex France

TREVILOR

50mg

Tablet

Oral use
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France

Wyeth pharmaceuticals France

Coeur Defense — Tour A

La Defense 4

92931 Paris La Defense Cedex France

TREVILOR

75 mg

Tablet

Oral use

France

Wyeth pharmaceuticals France

Coeur Defense — Tour A

La Defense 4

92931 Paris La Defense Cedex France

TREVILOR LP

150 mg

Prolonged releasecapsule, hard

Oral use

France

Wyeth pharmaceuticals France

Coeur Defense — Tour A

La Defense 4

92931 Paris La Defense Cedex France

TREVILOR LP

75 mg

Prolonged releasecapsule, hard

Oral use

France

Wyeth pharmaceuticals France

Coeur Defense — Tour A

La Defense 4

92931 Paris La Defense Cedex France

TREVILOR LP

37,5 mg

Prolonged releasecapsule, hard

Oral use

Germany

Wyeth Pharma GmbH
Postfach 8806
D-48136 Muenster

Trevilor Tabletten 25mg

25 mg

Tablet

Oral use

Germany

Wyeth Pharma GmbH
Postfach 8806
D-48136 Muenster

Trevilor Tabletten 37,5mg

37.5 mg

Tablet

Oral use
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Germany Wyeth Pharma GmbH Trevilor Tabletten 50mg |50 mg Tablet Oral use
Postfach 8806
D-48136 Muenster

Germany Wyeth Pharma GmbH Trevilor Tabletten 75mg |75 mg Tablet Oral use
Postfach 8806
D-48136 Muenster

Germany Wyeth Pharma GmbH Trevilor retard 75 mg 75 mg Prolonged-release capsule, Oral use
Postfach 8806 hard
D-48136 Muenster

Germany Wyeth Pharma GmbH Trevilor Retard 150 mg {150 mg Prolonged-release capsule, Oral use
Postfach 8806 hard
D-48136 Muenster

Germany Wyeth Pharma GmbH Trevilor retard 75 mg 75 mg Prolonged-release capsule, Oral use
Postfach 8806 hard
D-48136 Muenster

Germany Wyeth Pharma GmbH Trevilor retard 150 mg 150 mg Prolonged-release capsule, Oral use
Postfach 8806 hard
D-48136 Muenster

Germany Wyeth Pharma GmbH Venlafaxin Wyeth retard |75 mg Prolonged-release capsule, Oral use
Postfach 8806 75 mg hard
D-48136 Muenster
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Germany Wyeth Pharma GmbH Venlafaxin Wyeth retard {150 mg Prolonged-release capsule, Oral use
Postfach 8806 150 mg hard
D-48136 Muenster
Greece WYETH HELLAS, Kyprou 126& 25 |EFEXOR XR 75mg Prolonged-release capsule, Oral use
Martiou, 164 52 Argyroupoli, Greece hard
Greece WYETH HELLAS, Kyprou 126& 25 |EFEXOR XR 150mg Prolonged-release capsule, Oral use
Martiou, 164 52 Argyroupoli, Greece hard
Greece WYETH HELLAS, Kyprou 126& 25 |EFEXOR 25mg Tablet Oral use
Martiou, 164 52 Argyroupoli, Greece
Greece WYETH HELLAS, Kyprou 126& 25 |EFEXOR 37.5mg Tablet Oral use
Martiou, 164 52 Argyroupoli, Greece
Greece WYETH HELLAS, Kyprou 126& 25 |EFEXOR 50mg Tablet Oral use
Martiou, 164 52 Argyroupoli, Greece
Greece WYETH HELLAS, Kyprou 126& 25 |[EFEXOR 75mg Tablet Oral use
Martiou, 164 52 Argyroupoli, Greece
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Hungary EGIS Gyogyszergyar Rt., VELAXIN 25 mg tabletta |25mg Tablet Oral use
Keresztari ut 30-38, 1106 Budapest,
Hungary

Hungary EGIS Gyogyszergyar Rt., VELAXIN 37,5 mg 37,5mg Tablet Oral use
Keresztari ut 30-38, 1106 Budapest, |tabletta
Hungary

Hungary EGIS Gyogyszergyar Rt., VELAXIN 50 mg tabletta |50mg Tablet Oral use
Keresztari ut 30-38, 1106 Budapest,
Hungary

Hungary EGIS Gyogyszergyar Rt., VELAXIN 75 mg tabletta |75mg Tablet Oral use
Keresztari ut 30-38, 1106 Budapest,
Hungary

Hungary Wyeth Whitehall Export GmbH, EFECTIN ER 150 mg 150mg Capsule, hard Oral use
Strochengasse 1, A-1150 kapszula

Vienna,.Austria

Hungary Wyeth Whitehall Export GmbH, EFECTIN 37,5 mg 37,5mg Tablet Oral use
Strochengasse 1, A-1150 tabletta
Vienna,.Austria

Hungary Wyeth Whitehall Export GmbH, EFECTIN 50 mg tabletta (SOmg Tablet Oral use
Strochengasse 1, A-1150
Vienna,.Austria
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Hungary Wyeth Whitehall Export GmbH, EFECTIN 75 mg tabletta |75mg Tablet Oral use
Strochengasse 1, A-1150
Vienna,.Austria

Hungary Wyeth Whitehall Export GmbH, EFECTIN ER 37,5mg  (37,5mg Capsule, hard Oral use
Strochengasse 1, A-1150 kapszula
Vienna,.Austria

Hungary Wyeth Whitehall Export GmbH, EFECTIN ER 75 mg 75mg Capsule, hard Oral use
Strochengasse 1, A-1150 kapszula
Vienna,.Austria

Iceland Wyeth Lederle Nordiska AB, Daldgen |Efexor 37.5 mg Tablet Oral use
12,

Box 1822,

SE-171 24 SOLNA, Sweden

Iceland Wyeth Lederle Nordiska AB, Daldgen |Efexor 75 mg Tablet Oral use
12,

Box 1822,

SE-171 24 SOLNA, Sweden

Iceland Wyeth Lederle Nordiska AB, Daldgen |Efexor Depot 37.5mg Prolonged-release capsule, Oral use
12, hard
Box 1822,

SE-171 24 SOLNA, Sweden

Iceland Wyeth Lederle Nordiska AB, Daldgen |Efexor Depot 75 mg Prolonged-release capsule, Oral use
12, hard
Box 1822,

SE-171 24 SOLNA, Sweden

CHMP/117014/2005 550/573 ©EMEA 2005




Member State (Marketing Authorisation Holder Invented Name Strength Pharmaceutical form Route of administration

Ireland Wyeth John & Brother Huntercombe |Efexor 25 mg Tablet Oral use
Lane South Taplow, Maidenhead
Berkshire, SL6 OPH, UK

Ireland Wyeth John & Brother Huntercombe |Efexor 37.5 mg Tablet Oral use
Lane South Taplow, Maidenhead
Berkshire, SL6 OPH, UK

Ireland Wyeth John & Brother Huntercombe |Efexor 50 mg Tablet Oral use
Lane South Taplow, Maidenhead
Berkshire, SL6 O0PH, UK

Ireland Wyeth John & Brother Huntercombe |Efexor 75 mg Tablet Oral use
Lane South Taplow, Maidenhead
Berkshire, SL6 OPH, UK

Ireland Wyeth John & Brother Huntercombe |Efexor 75 mg Prolonged release capsule, Oral use
Lane South Taplow, Maidenhead hard
Berkshire, SL6 OPH, UK

Ireland Wyeth John & Brother Huntercombe |Efexor 150 mg Prolonged release capsule, Oral use
Lane South Taplow, Maidenhead hard
Berkshire, SL6 OPH, UK

Italy Wyeth Lederle S.p.A. Efexor 150 mg Prolonged-release capsule, Oral use
Via Nettunense, 90 hard
04011 Aprilia - Roma
Italy

CHMP/117014/2005 551/573 ©EMEA 2005




Member State

Marketing Authorisation Holder

Invented Name

Strength

Pharmaceutical form

Route of administration

Italy

Wyeth Lederle S.p.A.
Via Nettunense, 90
04011 Aprilia - Roma
Italy

Efexor

25 mg

Tablet

Oral use

Italy

Wyeth Lederle S.p.A.
Via Nettunense, 90
04011 Aprilia - Roma
Italy

Efexor

37,5 mg

Tablet

Oral use

Italy

Wyeth Lederle S.p.A.
Via Nettunense, 90
04011 Aprilia - Roma
Italy

Efexor

50 mg

Tablet

Oral use

Italy

Wyeth Lederle S.p.A.
Via Nettunense, 90
04011 Aprilia - Roma
Italy

Efexor

75 mg

Prolonged-release capsule,
hard

Oral use

Italy

Wyeth Lederle S.p.A.
Via Nettunense, 90
04011 Aprilia - Roma
Italy

Efexor

75 mg

Tablet

Oral use

Italy

Wyeth Lederle S.p.A.
Via Nettunense, 90
04011 Aprilia - Roma
Italy

Faxine

150 mg

Prolonged-release capsule,
hard

Oral use

Italy

Wyeth Lederle S.p.A.
Via Nettunense, 90
04011 Aprilia - Roma
Italy

Faxine

37,5 mg

Tablet

Oral use
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Italy Wyeth Lederle S.p.A. Faxine 50 mg Tablet Oral use
Via Nettunense, 90
04011 Aprilia - Roma
Italy

Italy Wyeth Lederle S.p.A. Faxine 75 mg Prolonged-release capsule, Oral use
Via Nettunense, 90 hard
04011 Aprilia - Roma
Italy

Italy Wyeth Lederle S.p.A. Faxine 75 mg Tablet Oral use
Via Nettunense, 90
04011 Aprilia - Roma
Italy

Italy Wyeth Medica Ireland - Little Connell, |Faxine 25 mg Tablet Oral use
Newbridge, Co. Kildare, (Ireland)

Latvia PAS “Grindeks”, Krustpils iela 53 Venlaxor 37.5 mg Tablet Oral use
LV-1057, Riga
LATVIA

Latvia PAS “Grindeks”, Krustpils iela 53 Venlaxor 75 mg Tablet Oral use
LV-1057, Riga
LATVIA

Latvia Wyeth-Lederle Pharma GmbH, Efexor 37,5 mg Tablet Oral use
Storchengasse 1
1150 Vienna
AUSTRIA
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Latvia

Wyeth-Lederle Pharma GmbH,
Storchengasse 1

1150 Vienna

AUSTRIA

Efexor XR

37.5mg

Prolonged-release capsule,
hard

Oral use

Latvia

Wyeth-Lederle Pharma GmbH,
Storchengasse 1

1150 Vienna

AUSTRIA

Efexor XR

75 mg

Prolonged-release capsule,
hard

Oral use

Latvia

Wyeth-Lederle Pharma GmbH,
Storchengasse 1

1150 Vienna

AUSTRIA

Efexor XR

150 mg

Prolonged-release capsule,
hard

Oral use

Lithuania

Wyeth Lederle Pharma GmbH,
Storchengess 1, A - 1150 Viena,
Austria

Efexor

37,5 mg

Tablet

Oral use

Lithuania

Wyeth Lederle Pharma GmbH,
Storchengess 1, A - 1150 Viena,
Austria

Efexor

75 mg

Tablet

Oral use

Lithuania

Wyeth Lederle Pharma GmbH,
Storchengess 1, A - 1150 Viena,
Austria

Efexor XR

37,5 mg

Capsule, hard

Oral use

Lithuania

Wyeth Lederle Pharma GmbH,
Storchengess 1, A - 1150 Viena,
Austria

Efexor XR

75 mg

Capsule, hard

Oral use
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Lithuania

Wyeth Lederle Pharma GmbH,
Storchengess 1, A - 1150 Viena,
Austria

Efexor XR

150 mg

Capsule, hard

Oral use

Luxembourg

WYETH PHARMACEUTICALS, 15
Rue Du Bosquet, B-1348 Louvain-La-
Neuve, Belgium

EFEXOR

37.5mg

Tablet

Oral use

Luxembourg

WYETH PHARMACEUTICALS, 15
Rue Du Bosquet, B-1348 Louvain-La-
Neuve, Belgium

EFEXOR

50 mg

Tablet

Oral use

Luxembourg

WYETH PHARMACEUTICALS, 15
Rue Du Bosquet, B-1348 Louvain-La-
Neuve, Belgium

EFEXOR

75 mg

Tablet

Oral use

Luxembourg

WYETH PHARMACEUTICALS, 15
Rue Du Bosquet, B-1348 Louvain-La-
Neuve, Belgium

EVEXOR-EXEL

37.5mg

Prolonged-release capsules

Oral use

Luxembourg

WYETH PHARMACEUTICALS, 15
Rue Du Bosquet, B-1348 Louvain-La-
Neuve, Belgium

EVEXOR-EXEL

75 mg

Prolonged-release capsules

Oral use

Luxembourg

WYETH PHARMACEUTICALS, 15
Rue Du Bosquet, B-1348 Louvain-La-
Neuve, Belgium

EVEXOR-EXEL

150 mg

Prolonged-release capsules

Oral use
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Malta Wyeth Lab, Huntercombe Lane South |Efexor 37.5 mg Tablet Oral use
Taplow, Maidenhead, Berks SL6 OPH,
UK
Malta Wyeth Lab, Huntercombe Lane South |Efexor 75 mg Tablet Oral use
Taplow, Maidenhead, Berks SL6 OPH,
UK
Malta Wyeth Lab, Huntercombe Lane South |Efexor Modified Release |75 mg Modified-release tablet capsule [Oral use
Taplow, Maidenhead, Berks SL6 OPH, [XL
UK
Malta Wyeth Lab, Huntercombe Lane South |Efexor Modified Release [150 mg Modified-release tablet capsule |Oral use
Taplow, Maidenhead, Berks SL6 OPH, [XL
UK
Netherlands Wyeth Pharmaceuticals B.V., Postbus |Efexor 25, tablets 25 mg Tablet Oral use
255, NL-2130 AG Hoofddorp
Netherlands Wyeth Pharmaceuticals B.V., Postbus |Efexor 37,5, tablets 37,5 mg Tablet Oral use
255, NL-2130 AG Hoofddorp
Netherlands Wyeth Pharmaceuticals B.V., Postbus |Efexor 50, tablets 50 mg Tablet Oral use
255, NL-2130 AG Hoofddorp
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Netherlands Wyeth Pharmaceuticals B.V., Postbus |Efexor 75, tablets 75 mg Tablet Oral use
255, NL-2130 AG Hoofddorp

Netherlands Wyeth Pharmaceuticals B.V., Postbus |Efexor XR 75, capsules |75 mg Prolonged-release capsule Oral use
255, NL-2130 AG Hoofddorp

Netherlands Wyeth Pharmaceuticals B.V., Postbus |Efexor XR 150, capsules |150 mg Prolonged-release capsule Oral use
255, NL-2130 AG Hoofddorp

Netherlands Wyeth Pharmaceuticals B.V., Postbus |Efexor XR 37,5, capsule |37,5 mg Prolonged-release capsule Oral use
255, NL-2130 AG Hoofddorp

Norway Wyeth Lederle Nordiska AB, P.O.Box |Efexor 37,5 mg Tablet Oral use
1822, SE-171 24 Solna, Sweden

Norway Wyeth Lederle Nordiska AB, P.0.Box |Efexor Depot 75 mg Prolonged-release capsule, Oral use
1822, SE-171 24 Solna, Sweden hard

Norway Wyeth Lederle Nordiska AB, P.O.Box|Efexor Depot 150 mg Prolonged-release capsule, Oral use
1822, SE-171 24 Solna, Sweden hard
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Poland

Pliva Krakéw Zaktady
Farmaceutyczne S.A.
ul. Mogilska 80

31-546 Krakow, Poland

Velafax

37,5 mg

Tablet

Oral use

Poland

Pliva Krakéw Zaktady
Farmaceutyczne S.A.
ul. Mogilska 80

31-546 Krakow, Poland

Velafax

75 mg

Tablet

Oral use

Poland

Wyeth-Lederle Pharma GmbH,
Storchengasse 1/3, A-1150 Wieden,
AT

Efectin

37,5 mg

Tablet

Oral use

Poland

Wyeth-Lederle Pharma GmbH,
Storchengasse 1/3, A-1150 Wieden,
AT

Efectin

75 mg

Tablet

Oral use

Poland

Wyeth-Lederle Pharma GmbH,
Storchengasse 1/3, A-1150 Wieden,
AT

Efectin ER 37,5

37,5 mg

Prolonged-release capsule, soft

Oral use

Poland

Wyeth-Lederle Pharma GmbH,
Storchengasse 1/3, A-1150 Wieden,
AT

Efectin ER 75

75 mg

Prolonged-release capsule, soft

Oral use

Poland

Wyeth-Lederle Pharma GmbH,
Storchengasse 1/3, A-1150 Wieden,
AT

Efectin ER 150

150 mg

Prolonged-release capsule, soft

Oral use
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Portugal Catarina Vieira, Rua Caetano Beirdo, |Venlafaxina Catarina 37,5 mg Tablet Oral use
n° 3 R/C Esq. - Outurela 2790-209 Vieira 37,5 mg
Carnaxide Portugal Comprimidos

Portugal Catarina Vieira, Rua Caetano Beirfo, |Venlafaxina Catarina 75 mg Tablet Oral use
n°® 3 R/C Esq. - Outurela 2790-209 Vieira 75 mg
Carnaxide Portugal Comprimidos

Portugal Interfarma, Produtos Quimicos e Efique 37,5 mg Tablet Oral use
Farmacéuticos, Lda., Rua Dr. Anténio
Loureiro Borges, 2 - Arquiparque -
Miraflores 1495-131 Algés Portugal

Portugal Interfarma, Produtos Quimicos e Efique XR 37,5 mg Prolonged-release capsule, Oral use
Farmacéuticos, Lda., Rua Dr. Anténio hard
Loureiro Borges, 2 - Arquiparque -
Miraflores 1495-131 Algés Portugal

Portugal Interfarma, Produtos Quimicos e Efique XR 75 mg Prolonged-release capsule, Oral use
Farmacéuticos, Lda., Rua Dr. Anténio hard
Loureiro Borges, 2 - Arquiparque -
Miraflores 1495-131 Algés Portugal

Portugal Interfarma, Produtos Quimicos e Efique XR 150 mg Prolonged-release capsule, Oral use
Farmacéuticos, Lda., Rua Dr. Anténio hard
Loureiro Borges, 2 - Arquiparque -
Miraflores 1495-131 Algés Portugal
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Member State

Marketing Authorisation Holder

Invented Name

Strength

Pharmaceutical form

Route of administration

Portugal

Prodome - Companhia Portuguesa de
Genéricos, Lda., Rua Gomes Freire, n.°
9-A 1150-175 Lisboa Portugal

Venlafaxina Prodome
37,5 mg Comprimidos

37,5 mg

Film-coated tablet

Oral use

Portugal

Prodome - Companhia Portuguesa de
Genéricos, Lda., Rua Gomes Freire, n.°
9-A 1150-175 Lisboa Portugal

Venlafaxina Prodome 75
mg Comprimidos

75 mg

Film-coated tablet

Oral use

Portugal

toLife - Produtos Farmacéuticos, S.A.,
Estrada Consiglieri Pedroso n° 71,
Edificio B 1? - Queluz de Baixo 2730-
055 Barcarena Portugal

Venlafaxina toLife 37.5
mg comprimidos

37,5 mg

Film-coated tablet

Oral use

Portugal

toLife - Produtos Farmacéuticos, S.A.,
Estrada Consiglieri Pedroso n°® 71,
Edificio B 1? - Queluz de Baixo 2730-
055 Barcarena Portugal

Venlafaxina toLife 75 mg
comprimidos

75 mg

Film-coated tablet

Oral use

Portugal

Wyeth Lederle Portugal (Farma), Lda.,
Rua Dr. Anténio Loureiro Borges, 2 -
Arquiparque - Miraflores 1495-131
Algés Portugal

Efexor

37,5 mg

Tablet

Oral use

Portugal

Wyeth Lederle Portugal (Farma), Lda.,
Rua Dr. Antonio Loureiro Borges, 2 -
Arquiparque - Miraflores 1495-131
Algés Portugal

Efexor

75 mg

Tablet

Oral use

Portugal

Wyeth Lederle Portugal (Farma), Lda.,
Rua Dr. Anténio Loureiro Borges, 2 -
Arquiparque - Miraflores 1495-131
Algés Portugal

Efexor XR

37,5 mg

Prolonged-release capsule,
hard

Oral use
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Member State (Marketing Authorisation Holder Invented Name Strength Pharmaceutical form Route of administration
Portugal Wyeth Lederle Portugal (Farma), Lda., |[Efexor XR 75 mg Prolonged-release capsule, Oral use
Rua Dr. Antoénio Loureiro Borges, 2 - hard
Arquiparque - Miraflores 1495-131
Algés Portugal
Portugal Wyeth Lederle Portugal (Farma), Lda., |[Efexor XR 150 mg Prolonged-release capsule, Oral use
Rua Dr. Antonio Loureiro Borges, 2 - hard
Arquiparque - Miraflores 1495-131
Algés Portugal
Slovak Wyeth Lederle Pharma GmbH, EFECTIN 50mg 50mg Tablet Oral use
Republic Storchengasse 1, A- 1150 Wien
Slovak Wyeth Lederle Pharma GmbH, EFECTIN ER 37,5mg 37,5mg Prolonged release capsule Oral use
Republic Storchengasse 1, A- 1150 Wien
Slovak Wyeth Lederle Pharma GmbH, EFECTIN ER 75mg 75mg Prolonged release capsule Oral use
Republic Storchengasse 1, A- 1150 Wien
Slovak Wyeth Lederle Pharma GmbH, EFECTIN ER 150mg 150mg Prolonged release capsule Oral use
Republic Storchengasse 1, A- 1150 Wien
Slovenia Wyeth Whitehall, Podruznica v EFECTIN 37,5 mg Tablet Oral use
Sloveniji, Topniska 4a, SI-1000
Ljubljana, Slovenia
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Member State

Marketing Authorisation Holder

Invented Name

Strength

Pharmaceutical form

Route of administration

Slovenia

Wyeth Whitehall, Podruznica v
Sloveniji, Topniska 4a, SI-1000
Ljubljana, Slovenia

EFECTIN

50 mg

Tablet

Oral use

Slovenia

Wyeth Whitehall, Podruznica v
Sloveniji, Topniska 4a, SI-1000
Ljubljana, Slovenia

EFECTIN

75 mg

Tablet

Oral use

Slovenia

Wyeth Whitehall, Podruznica v
Sloveniji, Topniska 4a, SI-1000
Ljubljana, Slovenia

EFECTIN ER

37,5 mg

Modified-release capsule, hard

Oral use

Slovenia

Wyeth Whitehall, Podruznica v
Sloveniji, Topniska 4a, SI-1000
Ljubljana, Slovenia

EFECTIN ER

75 mg

Modified-release capsule, hard

Oral use

Slovenia

Wyeth Whitehall, Podruznica v
Sloveniji, Topniska 4a, SI-1000
Ljubljana, Slovenia

EFECTIN ER

150 mg

Modified-release capsule, hard

Oral use

Spain

ALMIRALL PRODESFARMA S.A.,
Ronda General Mitre 151 , 08022
Barcelona, Spain

DOBUPAL

37,5 mg

Tablet

Oral use

Spain

ALMIRALL PRODESFARMA S.A.,
Ronda General Mitre 151 , 08022
Barcelona, Spain

DOBUPAL

50 mg

Tablet

Oral use
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Marketing Authorisation Holder

Invented Name

Strength

Pharmaceutical form

Route of administration

Spain

ALMIRALL PRODESFARMA S.A.,
Ronda General Mitre 151 , 08022
Barcelona, Spain

DOBUPAL

75 mg

Tablet

Oral use

Spain

ALMIRALL PRODESFARMA S.A.,
Ronda General Mitre 151 , 08022
Barcelona, Spain

DOBUPAL RETARD

75 mg

hard Capsules

Oral use

Spain

ALMIRALL PRODESFARMA S.A.,
Ronda General Mitre 151 , 08022
Barcelona, Spain

DOBUPAL RETARD

150 mg

Hard Capsules

Oral use

Spain

WYETH FARMA S.A., Ctra. De
Burgos Km 23 Desvio Algete, 28700
San Sebastian de los Reyes, Spain

VANDRAL

37,5 mg

Tablet

Oral use

Spain

WYETH FARMA S.A., Ctra. De
Burgos Km 23 Desvio Algete, 28700
San Sebastian de los Reyes, Spain

VANDRAL

50 mg

Tablet

Oral use

Spain

WYETH FARMA S.A., Ctra. De
Burgos Km 23 Desvio Algete, 28700
San Sebastian de los Reyes, Spain

VANDRAL

75 mg

Tablet

Oral use

Spain

WYETH FARMA S.A., Ctra. De
Burgos Km 23 Desvio Algete, 28700
San Sebastian de los Reyes, Spain

VANDRAL RETARD

75 mg

Hard Capsules

Oral use
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Member State (Marketing Authorisation Holder Invented Name Strength Pharmaceutical form Route of administration
Spain WYETH FARMA S.A., Ctra. De VANDRAL RETARD 150 mg Hard Capsules Oral use
Burgos Km 23 Desvio Algete, 28700
San Sebastian de los Reyes, Spain
Sweden John Wyeth and Brother Ltd New Lane|Efexor 37,5 mg Tablet Oral use
Havant Hants PO9 2NG Storbritannien
och Nordirland (GBR)
Sweden John Wyeth and Brother Ltd New Lane|Efexor 75 mg Tablet Oral use
Havant Hants PO9 2NG Storbritannien
och Nordirland (GBR)
Sweden Wyeth Lederle Nordiska AB Box 1822 |Efexor Depot 75 mg Prolonged-release capsule, Oral use
171 24 Solna Sverige (SWE) hard
Sweden Wyeth Lederle Nordiska AB Box 1822 |Efexor Depot 150 mg Prolonged-release capsule, Oral use
171 24 Solna Sverige (SWE) hard
United John Wyeth & Sons Limited, Efexor 25mg Tablet Oral use
Kingdom Huntercombe Lane South, Taplow,
Maidenhead, Berks SL6 OPH, UK
United John Wyeth & Sons Limited, Efexor 37.5mg Tablet Oral use
Kingdom Huntercombe Lane South, Taplow,
Maidenhead, Berks SL6 OPH, UK
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Member State (Marketing Authorisation Holder Invented Name Strength Pharmaceutical form Route of administration
United John Wyeth & Sons Limited, Efexor 50mg Tablet Oral use
Kingdom Huntercombe Lane South, Taplow,
Maidenhead, Berks SL6 OPH, UK
United John Wyeth & Sons Limited, Efexor 75mg Tablet Oral use
Kingdom Huntercombe Lane South, Taplow,
Maidenhead, Berks SL6 0PH, UK
United John Wyeth & Sons Limited, Efexor XL 75mg Modified Release Capsule, Oral use
Kingdom Huntercombe Lane South, Taplow, hard
Maidenhead, Berks SL6 OPH, UK
United John Wyeth & Sons Limited, Efexor XL 150mg Modified Release Capsule, Oral use
Kingdom Huntercombe Lane South, Taplow, hard
Maidenhead, Berks SL6 OPH, UK
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ANNEX IT
SCIENTIFIC CONCLUSIONS AND GROUNDS FOR AMENDMENT OF THE SUMMARIES

OF PRODUCT CHARACTERISTICS AND PACKAGE LEAFLETS PRESENTED
BY THE EMEA
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SCIENTIFIC CONCLUSIONS

OVERALL SUMMARY OF THE SCIENTIFIC EVALUATION OF MEDICINAL PRODUCTS
CONTAINING FLUOXETINE, FLUVOXAMINE, SERTRALINE, PAROXETINE,
CITALOPRAM, ESCITALOPRAM, ATOMOXETINE, VENLAFAXINE, MIANSERINE,
MILNACIPRAN, REBOXETINE AND MIRTAZAPINE (see Annex I)

Following a request from the European Commission, the CHMP reviewed the data from clinical trials
available to the national competent authorities for the following SSRI'/SNRIs” products particularly as
regards their use in the paediatric population: fluoxetine, fluvoxamine, sertraline, paroxetine,
citalopram, escitalopram, atomoxetine, duloxetine, venlafaxine, mianserine, milnacipran, reboxetine,
and mirtazapine.

The data reviewed included short-term placebo controlled randomised clinical trials submitted to the
competent authorities, randomised clinical trials published in the medical literature, observational
studies and ecological studies. The majority of trials included patients with major depressive disorders
(MDD) while a few included patients with various anxiety disorders (Obsessive Compulsive Disorder
(OCD), Generalised Anxiety Disorder (GAD), and Social Anxiety Disorder (SAD)). In addition there
were some trials with patients suffering from Attention Deficit/Hyperactivity Disorder (ADHD).

These products are not authorised Europe-wide for the treatment of depression and anxiety disorders
in children or adolescents. Only some of these products are authorised for the treatment of children
and adolescents with obsessive-compulsive disorder and only one of them for the treatment of
Attention Deficit/Hyperactivity Disorder.

Examination of suicide-related behaviours indicated that no completed suicide was reported in any of
the reviewed studies. However, there was a clear suicide-related behaviours signal from the depression
studies and a less strong signal from the anxiety studies. Moreover there was a signal concerning
related adverse events like hostility, self-harm and emotional lability in almost all products and
indications.

With the preliminary review of the data available to the national competent authorities the CHMP
concluded that there were grounds for concerns about increased suicide-related behaviours in
paediatric populations. The CHMP agreed that there was a potential signal of an increase in suicidal
behaviour, including suicide attempts and suicidal ideation and/or related behaviour like self-harm,
hostility and mood lability in children and adolescents treated with SSRIs and SNRIs. This signal was
present in all products for which studies were available, and from the available evidence it could not
be excluded that this signal would be class related.

Following the review of the data available to the national competent authorities, the European
Commission triggered an article 31 of Directive 2001/83/EC, as amended, on 17 December 2004. The
EC requested the CHMP to give its opinion on whether the marketing authorisation for medicinal
products containing the above mentioned active substances should be maintained, varied, suspended or
withdrawn.

1 SSRI stands for ‘Serotonin-Selective Reuptake Inhibitor’. SSRIs are described as 'selective' because they affect
only the reuptake pumps responsible for serotonin.
2 SNRI stands for ‘Serotonin-Norepinephrine Reuptake Inhibitor’. SNRIs work on the norepinephrine and

serotonin neurotransmitters
CHMP/117014/2005 567/573 ©EMEA 2005



The CHMP reviewed the data submitted by the MAHs in relation to the signal of suicidal behaviour in
children and adolescents. The CHMP concluded that a warning to reflect that suicide-related
behaviours (suicide attempt and suicidal thoughts), and hostility (predominantly aggression,
oppositional behaviour and anger) were more frequently observed in clinical trials among children and
adolescents treated with antidepressants compared to those treated with placebo, should be included in
the Summaries of Product Characteristics and relevant section of the Package Leaflets of citalopram,
escitalopram, fluoxetine, fluvoxamine, mianserine, milnacipran, mirtazapine, paroxetine, reboxetine,
sertraline and venlafaxine containing medicinal products.

The Committee also concluded that a different warning was more appropriate for atomoxetine, which
is only indicated in the treatment of ADHD. The CHMP considered that there wasn’t any signal of
increased risk of suicide related behaviour in the atomoxetine studies, however, there was a signal of
an increased risk of behavioural abnormalities with more aggression and hostility effects. Therefore
the CHMP concluded that a warning to reflect that hostility (predominantly aggression, oppositional
behaviour and anger) and emotional lability were more frequently observed in clinical trials among
children and adolescents treated with atomoxetine compared to those treated with placebo and a
warning indicating the lack of efficacy in depression should be included in the Summaries of Product
Characteristics and the relevant section of the Package Leaflets of atomoxetine containing medicinal
products.
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GROUNDS FOR AMENDMENT OF THE SUMMARIES OF PRODUCT
CHARACTERISTICS

Whereas

The Committee considered the referral made under article 31 of Directive 2001/83/EC, as
amended, for medicinal products containing atomoxetine, citalopram, escitalopram,
fluoxetine, fluvoxamine, mianserine, milnacipran, mirtazapine, paroxetine, reboxetine,
sertraline and venlafaxine;

The Committee, in view of available data from clinical trials, concluded that there is a signal
of suicidal behaviour, including suicide attempts and suicidal ideation and/or related
behaviour like self-harm, hostility and mood lability in children and adolescents treated with
Selective Serotonin Reuptake Inhibitors and Serotonin-Norepinephrine Reuptake Inhibitors,
such as the medicinal products mentioned above;

The Committee, as a consequence, concluded that a warning to reflect that suicide-related
behaviours (suicide attempt and suicidal thoughts), and hostility (predominantly aggression,
oppositional behaviour and anger) were more frequently observed in clinical trials among
children and adolescents treated with antidepressants compared to those treated with placebo,
should be included in the Summaries of Product Characteristics and relevant section of the
Package Leaflets of citalopram, escitalopram, fluoxetine, fluvoxamine, mianserine,
milnacipran, mirtazapine, paroxetine, reboxetine, sertraline and venlafaxine containing
medicinal products.

For atomoxetine, which is only indicated in the treatment of ADHD, the Committee concluded
that a warning to reflect that hostility (predominantly aggression, oppositional behaviour and
anger), and emotional lability were more frequently observed in clinical trials among children
and adolescents treated with atomoxetine compared to those treated with placebo and a
warning indicating the lack of efficacy in depression should be included in the Summaries of
Product Characteristics and relevant section of the Package Leaflets of atomoxetine containing
medicinal products.

The CHMP has recommended the maintenance of the Marketing Authorisations for the medicinal
products referred to in Annex I for which the amendments to the relevant sections of the Summary of
Product Characteristics and Package Leaflets are set out respectively in Annexes I1I and IV.
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ANNEX III
AMENDMENTS TO THE
SUMMARY OF PRODUCT CHARACTERISTICS
Note: This section of the Summary of Product Characteristics is the one that was Annexed to the

Commission Decision on this Article 31 referral . The text was valid at that time.

After the Commission Decision, the Member State competent authorities will update the product
information as required. Therefore, this wording may not necessarily represent the current text.
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IILI

1.2

AMENDMENTS TO BE INCLUDED IN THE RELEVANT SECTION OF THE SPC
FOR FLUOXETINE, FLUVOXAMINE, SERTRALINE, PAROXETINE,
CITALOPRAM, ESCITALOPRAM, VENLAFAXINE, MIANSERINE, MILNACIPRAN,
REBOXETINE AND MIRTAZAPINE

4.4 Special warnings and Special precautions for use

Use in children and adolescents under 18 years of age

[Invented Name] should not be used in the treatment of children and adolescents under the age
of 18 years <, except for patients with [approved indication]>. Suicide-related behaviours
(suicide attempt and suicidal thoughts), and hostility (predominantly aggression, oppositional
behaviour and anger) were more frequently observed in clinical trials among children and
adolescents treated with antidepressants compared to those treated with placebo. If, based on
clinical need, a decision to treat is nevertheless taken, the patient should be carefully monitored
for the appearance of suicidal symptoms. In addition, long-term safety data in children and
adolescents concerning growth, maturation and cognitive and behavioural development are
lacking.

AMENDMENTS TO BE INCLUDED IN THE RELEVANT SECTION OF THE SPC
FOR ATOMOXETINE

4.4 Special warnings and precautions for use

Hostility (predominantly aggression, oppositional behaviour and anger) and emotional lability
were more frequently observed in clinical trials among children and adolescents treated with
[Invented Name] compared to those treated with placebo. Patients beginning treatment for ADHD
should be carefully monitored for the appearance or worsening of hostility and emotional lability.
As with other psychotropic medication, the possibility of rare, serious psychiatric adverse effects
cannot be excluded.

[Invented Name] is not indicated for the treatment of major depressive episodes and/or anxiety as
the results of clinical trials that were conducted in adults did not show any effect compare to
placebo, and therefore were negative.
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ANNEX 1V
AMENDMENTS TO THE
PACKAGE LEAFLET
Note: This section of the Package Leaflet is the one that was Annexed to the Commission

Decision on this Article 31 referral . The text was valid at that time.

After the Commission Decision, the Member State competent authorities will update the product
information as required. Therefore, this wording may not necessarily represent the current text.
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vl

Iv.2

AMENDMENTS TO BE INCLUDED IN THE RELEVANT SECTION OF THE
PACKAGE LEAFLET FOR FLUOXETINE, FLUVOXAMINE, SERTRALINE,
PAROXETINE, CITALOPRAM, ESCITALOPRAM, VENLAFAXINE, MIANSERINE,
MILNACIPRAN, REBOXETINE AND MIRTAZAPINE

Use in children and adolescents under 18 years of age

[Invented Name] should normally not be used for children and adolescents under 18 years <
except for patients with [approved indication]>. Also, you should know that patients under 18
have an increased risk of side-effects such as suicide attempt, suicidal thoughts and hostility
(predominantly aggression, oppositional behaviour and anger) when they take this class of
medicines. Despite this, your doctor may prescribe [Invented Name] for patients under 18
because he/she decides that this is in their best interests. If your doctor has prescribed
[Invented Name] for a patient under 18 and you want to discuss this, please go back to your
doctor. You should inform your doctor if any of the symptoms listed above develop or worsen
when patients under 18 are taking [Invented Name]. Also, the long-term safety effects
concerning growth, maturation and cognitive and behavioural development of [Invented Name]
in this age group have not yet been demonstrated.

AMENDMENTS TO BE INCLUDED IN THE RELEVANT SECTION OF THE PL FOR
ATOMOXETINE

Patients under 18 have an increased risk of side-effects such as hostility (predominantly
aggression, oppositional behaviour and anger) and emotional lability. You should inform your
doctor if any of the symptoms listed above develop or worsen after treatment has begun. Also
you should know that as with other psychotropic medication, the possibility of rare, serious
psychiatric adverse effects cannot be excluded. Also, the long-term safety effects concerning
growth, maturation and cognitive and behavioural development of [Invented Name] in this age
group have not yet been demonstrated.

CHMP/117014/2005 573/573 ©EMEA 2005



