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Member State in EEA

Marketing
Authorisation holder

Product name

INN and Strength

Pharmaceutical form

Route of
Administration

Austria G.L. Pharma Gmbh Convulex Sodium Valproate Solution For Intravenous Use
500mg/5 M Injection/Infusion
Austria G.L. Pharma Gmbh Convulex Valproic Acid 150mg Gastro-Resistant Oral Use
Capsule Capsule, Soft
Austria G.L. Pharma Gmbh Convulex Valproic Acid 300mg Gastro-Resistant Oral Use
Capsule Capsule, Soft
Austria G.L. Pharma Gmbh Convulex Valproic Acid 500mg Gastro-Resistant Oral Use
Capsule Capsule, Soft
Austria G.L. Pharma Gmbh Convulex Sodium Valproate Oral Solution Oral Use
300mg/Ml
Austria G.L. Pharma Gmbh Convulex Sodium Valproate Prolonged-Release Oral Use
300mg Tablet Tablet
Austria G.L. Pharma Gmbh Convulex Sodium Valproate Prolonged-Release Oral Use
500mg Tablet Tablet
Austria G.L. Pharma Gmbh Convulex Fir Kinder Sodium Valproate Syrup Oral Use
50mg/Ml
Austria Sanofi-Aventis Gmbh Depakine Sodium Valproate Powder And Solvent For | Intravenous Use
Osterreich 400mg/MI Solution For Injection
Austria Sanofi-Aventis Gmbh Depakine Sodium Valproate Oral Solution Oral Use
Osterreich 300mg/Mi
Austria Sanofi-Aventis Gmbh Depakine Chrono Valproic Acid 145.14mg | Prolonged-Release Oral Use
Osterreich Tablet, Sodium Tablet
Valproate 333.3mg
Tablet
Austria Sanofi-Aventis Gmbh Depakine Chrono Valproic Acid 87mg Prolonged-Release Oral Use
Osterreich Tablet, Sodium Tablet
Valproate 199.8mg
Tablet
Austria Sanofi-Aventis Gmbh Depakine Chronosphere | Valproic Acid 14.51mg Modified-Release Oral Use
Osterreich Sachet, Sodium Granules
Valproate 33.33mg
Sachet
Austria Sanofi-Aventis Gmbh Depakine Chronosphere | Valproic Acid 145.14mg | Modified-Release Oral Use

Osterreich

Sachet, Sodium
Valproate 333.3mg
Sachet

Granules
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Member State in EEA Marketing Product name INN and Strength Pharmaceutical form Route of
Authorisation holder Administration
Austria Sanofi-Aventis Gmbh Depakine Chronosphere | Valproic Acid 72.61mg Modified-Release Oral Use
Osterreich Sachet, Sodium Granules

Valproate 166.76mg
Sachet

Austria G.L. Pharma Gmbh Natriumvalproat G.L. Sodium Valproate Prolonged-Release Oral Use
300mg Tablet Tablet

Austria G.L. Pharma Gmbh Natriumvalproat G.L. Sodium Valproate Prolonged-Release Oral Use
500mg Tablet Tablet

Belgium G.L. Pharma Gmbh Convulex Valproic Acid 300mg Gastro-Resistant Oral Use
Capsule Capsule

Belgium G.L. Pharma Gmbh Convulex Valproic Acid 500mg Gastro-Resistant Oral Use
Capsule Capsule

Belgium G.L. Pharma Gmbh Convulex Valproic Acid 300mg Gastro-Resistant Oral Use
Capsule Capsule, Hard

Belgium G.L. Pharma Gmbh Convulex Valproic Acid 500mg Gastro-Resistant Oral Use
Capsule Capsule, Hard

Belgium Sanofi Belgium Depakine Sodium Valproate Oral Solution Oral Use
300mg/Mi

Belgium Sanofi Belgium Depakine Sodium Valproate Syrup Oral Use
60mg/MI

Belgium Sanofi Belgium Depakine Chrono Valproic Acid 145.14mg | Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 333.3mg
Tablet

Belgium Sanofi Belgium Depakine Chrono Valproic Acid 87mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 199.8mg
Tablet

Belgium Sanofi Belgium Depakine Enteric Sodium Valproate Gastro-Resistant Tablet | Oral Use
150mg Tablet

Belgium Sanofi Belgium Depakine Enteric Sodium Valproate Gastro-Resistant Tablet | Oral Use
300mg Tablet

Belgium Sanofi Belgium Depakine Enteric Sodium Valproate Gastro-Resistant Tablet | Oral Use
500mg Tablet

Belgium Sanofi Belgium Depakine 1.V. Sodium Valproate Powder And Solvent For | Intravenous Use
400mg Container Solution For Injection

Belgium Sandoz N.V. Valproate Sodium Valproate Prolonged-Release Oral Use

300mg Tablet

Tablet
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Member State in EEA Marketing Product name INN and Strength Pharmaceutical form Route of
Authorisation holder Administration
Belgium Sandoz N.V. Valproate Sodium Valproate Prolonged-Release Oral Use
500mg Tablet Tablet
Belgium Mylan Bvba/Sprl Valproate Mylan Sodium Valproate Solution For Injection Intravenous Use
100mg/MI
Belgium Eurogenerics N.V./S.A. Valproate Retard Eg Valproic Acid 145mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 333mg Tablet
Belgium Eurogenerics N.V./S.A. Valproate Retard Eg Valproic Acid 87mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 199.8mg
Tablet
Belgium Mylan Bvba/Sprl Valproate Retard Mylan | Sodium Valproate Prolonged-Release Oral Use
300mg Tablet Tablet
Belgium Mylan Bvba/Sprl Valproate Retard Mylan | Sodium Valproate Prolonged-Release Oral Use
500mg Tablet Tablet
Bulgaria Sanofi Bulgaria Eood Depakine Sodium Valproate Powder And Solvent For | Intravenous Use
400mg/MI Solution For Injection
Bulgaria Sanofi Bulgaria Eood Depakine Sodium Valproate Gastro-Resistant Tablet | Oral Use
500mg Tablet
Bulgaria Sanofi Bulgaria Eood Depakine Sodium Valproate Syrup Oral Use
57.64mg/Mi
Bulgaria Sanofi Bulgaria Eood Depakine Chrono Valproic Acid 145.14mg | Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 333.3mg
Tablet
Bulgaria Sanofi Bulgaria Eood Depakine Chrono Valproic Acid 87mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 199.8mg
Tablet
Bulgaria G.L. Pharma Gmbh KOHBYeKC XpOHO Sodium Valproate Prolonged-Release Oral Use
500mg Tablet Tablet
Bulgaria G.L. Pharma Gmbh KOHBYNeKC Sodium Valproate Solution For Intravenous Use
500mg/5 Ml Injection/Infusion
Bulgaria G.L. Pharma Gmbh KOHBYNeKc Valproic Acid 300mg Gastro-Resistant Oral Use
Capsule Capsule, Soft
Bulgaria G.L. Pharma Gmbh KOHBYNeKc Valproic Acid 500mg Gastro-Resistant Oral Use
Capsule Capsule, Soft
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Member State in EEA Marketing Product name INN and Strength Pharmaceutical form Route of
Authorisation holder Administration
Bulgaria G.L. Pharma Gmbh KOHBYNeKC Sodium Valproate Syrup Oral Use
50mg/MlI
Bulgaria G.L. Pharma Gmbh KOHBYNEKC XpOHO Sodium Valproate Prolonged-Release Oral Use
300mg Tablet Tablet
Croatia Sanofi-Aventis Croatia Depakine Chrono Valproic Acid 145.14mg | Modified-Release Tablet | Oral Use
D.O.O. Tablet, Sodium
Valproate 333.3mg
Tablet
Croatia Sanofi-Aventis Croatia Depakine Chrono Valproic Acid 87mg Modified-Release Tablet | Oral Use
D.O.O. Tablet, Sodium
Valproate 199.8mg
Tablet
Cyprus Sanofi-Aventis Cyprus Depakine Chrono Valproic Acid 145.14mg | Prolonged-Release Oral Use
Ltd Tablet, Sodium Tablet
Valproate 333.3mg
Tablet
Cyprus Remedica Ltd Petilin Sodium Valproate Gastro-Resistant Tablet | Oral Use
200mg Tablet
Cyprus Remedica Ltd Petilin Sodium Valproate Gastro-Resistant Tablet | Oral Use
500mg Tablet
Cyprus Remedica Ltd Petilin Sodium Valproate Syrup Oral Use
200mg/5 M
Czech Republic G.L. Pharma Gmbh Convulex Valproic Acid 150mg Gastro-Resistant Oral Use
Capsule Capsule, Soft
Czech Republic G.L. Pharma Gmbh Convulex Valproic Acid 300mg Gastro-Resistant Oral Use
Capsule Capsule, Soft
Czech Republic G.L. Pharma Gmbh Convulex Valproic Acid 500mg Gastro-Resistant Oral Use
Capsule Capsule, Soft
Czech Republic G.L. Pharma Gmbh Convulex Sodium Valproate Oral Solution Oral Use
300mg/Mi
Czech Republic G.L. Pharma Gmbh Convulex Sodium Valproate Syrup Oral Use
50mg/MlI
Czech Republic G.L. Pharma Gmbh Convulex Cr Sodium Valproate Prolonged-Release Oral Use
300mg Tablet Tablet
Czech Republic G.L. Pharma Gmbh Convulex Cr Sodium Valproate Prolonged-Release Oral Use

500mg Tablet

Tablet

Czech Republic

Sanofi-Aventis Sro

Depakine

Sodium Valproate
400mg/MI

Powder And Solvent For
Solution For Injection

Intravenous Use
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Member State in EEA Marketing Product name INN and Strength Pharmaceutical form Route of
Authorisation holder Administration
Czech Republic Sanofi-Aventis Sro Depakine Sodium Valproate Syrup Oral Use
57.64mg/Ml
Czech Republic Sanofi-Aventis Sro Depakine Chrono Valproic Acid 145.14mg | Modified-Release Tablet | Oral Use
Secable Tablet, Sodium
Valproate 333.3mg
Tablet
Czech Republic Sanofi-Aventis Sro Depakine Chrono Valproic Acid 87mg Modified-Release Tablet | Oral Use
Secable Tablet, Sodium
Valproate 199.8mg
Tablet
Czech Republic Desitin Arzneimittel Orfiril Sodium Valproate Gastro-Resistant Tablet | Oral Use
Gmbh 150mg Tablet
Czech Republic Desitin Arzneimittel Orfiril Sodium Valproate Gastro-Resistant Tablet | Oral Use
Gmbh 300mg Tablet
Czech Republic Desitin Arzneimittel Orfiril Sodium Valproate Gastro-Resistant Tablet | Oral Use
Gmbh 600mg Tablet
Czech Republic Desitin Arzneimittel Orfiril 1.V. Sodium Valproate Solution For Injection Intravenous Use
Gmbh 100mg/Ml
Czech Republic Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 150mg Capsule Capsule, Hard
Czech Republic Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 300mg Capsule Capsule, Hard
Czech Republic Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 1000mg Tablet Tablet
Czech Republic Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 500mg Tablet Tablet
Czech Republic Ratiopharm Gmbh Valproat Valproic Acid 145mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 333mg Tablet
Czech Republic Ratiopharm Gmbh Valproat Valproic Acid 87mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 200mg Tablet
Czech Republic Sandoz Gmbh Valproat Chrono Sandoz | Sodium Valproate Prolonged-Release Oral Use
300mg Tablet Tablet
Czech Republic Sandoz Gmbh Valproat Chrono Sandoz | Sodium Valproate Prolonged-Release Oral Use
500mg Tablet Tablet
Denmark Orion Corporation Delepsine Sodium Valproate Gastro-Resistant Tablet | Oral Use

100mg Tablet
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Member State in EEA Marketing Product name INN and Strength Pharmaceutical form Route of
Authorisation holder Administration
Denmark Orion Corporation Delepsine Sodium Valproate Gastro-Resistant Tablet | Oral Use
300mg Tablet
Denmark Orion Corporation Delepsine Sodium Valproate Gastro-Resistant Tablet | Oral Use
500mg Tablet
Denmark Orion Corporation Delepsine Sodium Valproate Oral Drops, Solution Oral Use
200mg/Ml
Denmark Orion Corporation Delepsine Sodium Valproate Oral Solution Oral Use
60mg/Mi
Denmark Orion Corporation Delepsine Sodium Valproate Suppository Rectal Use
300mg Suppository
Denmark Orion Corporation Delepsine Retard Sodium Valproate Prolonged-Release Oral Use
300mg Tablet Tablet
Denmark Sanofi-Aventis Denmark | Deprakine Sodium Valproate Gastro-Resistant Tablet | Oral Use
A/S 300mg Tablet
Denmark Sanofi-Aventis Denmark | Deprakine Sodium Valproate Gastro-Resistant Tablet | Oral Use
A/S 500mg Tablet
Denmark Sanofi-Aventis Denmark | Deprakine Retard Valproic Acid 145.14mg | Modified-Release Tablet | Oral Use
A/S Tablet, Sodium
Valproate 333.3mg
Tablet
Denmark Sanofi-Aventis Denmark | Deprakine Retard Valproic Acid 87mg Modified-Release Tablet | Oral Use
A/S Tablet, Sodium
Valproate 199.8mg
Tablet
Denmark Desitin Arzneimittel Orfiril Sodium Valproate Solution For Injection Intravenous Use
Gmbh 100mg/Ml
Denmark Desitin Arzneimittel Orfiril Sodium Valproate Gastro-Resistant Tablet | Oral Use
Gmbh 300mg Tablet
Denmark Desitin Arzneimittel Orfiril Sodium Valproate Gastro-Resistant Tablet | Oral Use
Gmbh 600mg Tablet
Denmark Desitin Arzneimittel Orfiril Sodium Valproate Oral Solution Oral Use
Gmbh 60mg/MI
Denmark Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 150mg Capsule Capsule, Hard
Denmark Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 300mg Capsule Capsule, Hard
Denmark Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use

Gmbh

1000mg Container

Granules
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Member State in EEA Marketing Product name INN and Strength Pharmaceutical form Route of
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Denmark Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 500mg Container Granules
Denmark Desitin Arzneimittel Orfiril Retard Sodium Valproate Prolonged-Release Oral Use
Gmbh 300mg Tablet Tablet
Estonia G.L. Pharma Gmbh Convulex Sodium Valproate Concentrate For Intravenous Use
500mg/5 M Solution For
Injection/Infusion
Estonia G.L. Pharma Gmbh Convulex Valproic Acid 150mg Gastro-Resistant Oral Use
Capsule Capsule, Soft
Estonia G.L. Pharma Gmbh Convulex Valproic Acid 300mg Gastro-Resistant Oral Use
Capsule Capsule, Soft
Estonia G.L. Pharma Gmbh Convulex Valproic Acid 500mg Gastro-Resistant Oral Use
Capsule Capsule, Soft
Estonia G.L. Pharma Gmbh Convulex Sodium Valproate Oral Solution Oral Use
300mg/Mi
Estonia G.L. Pharma Gmbh Convulex Sodium Valproate Syrup Oral Use
50mg/MlI
Estonia G.L. Pharma Gmbh Convulex Retard Sodium Valproate Prolonged-Release Oral Use
300mg Tablet Tablet
Estonia G.L. Pharma Gmbh Convulex Retard Sodium Valproate Prolonged-Release Oral Use
500mg Tablet Tablet
Estonia Sanofi-Aventis Estonia Depakine Sodium Valproate Powder And Solvent For | Intravenous Use
ou 400mg/MlI Solution For Injection
Estonia Sanofi-Aventis Estonia Depakine Chrono Valproic Acid 145.14mg | Prolonged-Release Oral Use
ou Tablet, Sodium Tablet
Valproate 333.3mg
Tablet
Estonia Sanofi-Aventis Estonia Depakine Chrono Valproic Acid 87mg Prolonged-Release Oral Use
ol Tablet, Sodium Tablet
Valproate 199.8mg
Tablet
Estonia Desitin Arzneimittel Orfiril Sodium Valproate Solution For Injection Intravenous Use
Gmbh 100mg/MI
Estonia Desitin Arzneimittel Orfiril Sodium Valproate Gastro-Resistant Tablet | Oral Use
Gmbh 150mg Tablet
Estonia Desitin Arzneimittel Orfiril Sodium Valproate Gastro-Resistant Tablet | Oral Use

Gmbh

300mg Tablet
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Estonia Desitin Arzneimittel Orfiril Sodium Valproate Gastro-Resistant Tablet | Oral Use
Gmbh 600mg Tablet
Estonia Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 150mg Capsule Capsule, Hard
Estonia Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 300mg Capsule Capsule, Hard
Estonia Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 500mg Container Granules
Estonia Desitin Arzneimittel Orfiril Saft Sodium Valproate Oral Solution Oral Use
Gmbh 60mg/Ml
Estonia Sandoz Pharmaceuticals | Valproate Sodium Sodium Valproate Prolonged-Release Oral Use
D.D. Sandoz 500mg Tablet Tablet
Finland Orion Oyj Absenor Sodium Valproate Gastro-Resistant Tablet | Oral Use
100mg Tablet
Finland Orion Oyj Absenor Sodium Valproate Gastro-Resistant Tablet | Oral Use
300mg Tablet
Finland Orion Oyj Absenor Sodium Valproate Gastro-Resistant Tablet | Oral Use
500mg Tablet
Finland Orion Oyj Absenor Sodium Valproate Oral Drops, Solution Oral Use
200mg/Mi
Finland Orion Oyj Absenor Sodium Valproate Oral Solution Oral Use
60mg/MI
Finland Orion Oyj Absenor Sodium Valproate Prolonged-Release Oral Use
300mg Tablet Tablet
Finland Orion Oyj Absenor Sodium Valproate Prolonged-Release Oral Use
500mg Tablet Tablet
Finland Sanofi Oy Deprakine Sodium Valproate Powder And Solvent For | Intravenous Use
400mg/MI Solution For Injection
Finland Sanofi Oy Deprakine Sodium Valproate Gastro-Resistant Tablet | Oral Use
100mg Tablet
Finland Sanofi Oy Deprakine Sodium Valproate Gastro-Resistant Tablet | Oral Use
300mg Tablet
Finland Sanofi Oy Deprakine Sodium Valproate Gastro-Resistant Tablet | Oral Use
500mg Tablet
Finland Sanofi Oy Deprakine Valproic Acid 145.14mg | Modified-Release Tablet | Oral Use

Tablet, Sodium
Valproate 333.3mg
Tablet
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Member State in EEA Marketing Product name INN and Strength Pharmaceutical form Route of
Authorisation holder Administration
Finland Sanofi Oy Deprakine Valproic Acid 87mg Modified-Release Tablet | Oral Use
Tablet, Sodium
Valproate 199.8mg
Tablet
Finland Sanofi Oy Deprakine Sodium Valproate Oral Drops, Solution Oral Use
200mg/Ml
Finland Sanofi Oy Deprakine Sodium Valproate Oral Solution Oral Use
60mg/Mi
Finland Desitin Arzneimittel Orfiril Sodium Valproate Solution For Injection Intravenous Use
Gmbh 100mg/Ml
Finland Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 150mg Capsule Capsule, Hard
Finland Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 300mg Capsule Capsule, Hard
Finland Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 500mg Container Granules
Finland Sandoz A/S Valproat Sandoz Sodium Valproate Prolonged-Release Oral Use
300mg Tablet Tablet
Finland Sandoz A/S Valproat Sandoz Sodium Valproate Prolonged-Release Oral Use
500mg Tablet Tablet
France Sanofi-Aventis France Depakine Sodium Valproate Powder And Solvent For | Intravenous Use
400mg/MI Solution For Injection
France Sanofi-Aventis France Depakine Sodium Valproate Gastro-Resistant Tablet | Oral Use
200mg Tablet
France Sanofi-Aventis France Depakine Sodium Valproate Gastro-Resistant Tablet | Oral Use
500mg Tablet
France Sanofi-Aventis France Depakine Sodium Valproate Oral Solution Oral Use
200mg/Mi
France Sanofi-Aventis France Depakine Sodium Valproate Syrup Oral Use
57.64mg/Ml
France Sanofi-Aventis France Depakine Chrono Valproic Acid 145.14mg | Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 333.3mg
Tablet
France Sanofi-Aventis France Depakote Valproate Semisodium Gastro-Resistant Tablet | Oral Use
250mg Tablet
France Sanofi-Aventis France Depakote Valproate Semisodium Gastro-Resistant Tablet | Oral Use

500mg Tablet
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France Sanofi-Aventis France Depamide Valpromide 300mg Gastro-Resistant Tablet | Oral Use
Tablet
France Sanofi-Aventis France Micropakine L.P. Valproic Acid 145.14mg | Prolonged-Release Oral Use
Sachet, Sodium Granules
Valproate 333.3mg
Sachet
France Sanofi-Aventis France Micropakine L.P. Valproic Acid 217.75mg | Prolonged-Release Oral Use
Sachet, Sodium Granules
Valproate 500.06mg
Sachet
France Sanofi-Aventis France Micropakine L.P. Valproic Acid 29.03mg Prolonged-Release Oral Use
Sachet, Sodium Granules
Valproate 66.66mg
Sachet
France Sanofi-Aventis France Micropakine L.P. Valproic Acid 290.27mg | Prolonged-Release Oral Use
Sachet, Sodium Granules
Valproate 666.6mg
Sachet
France Sanofi-Aventis France Micropakine L.P. Valproic Acid 72.61mg Prolonged-Release Oral Use
Sachet, Sodium Granules
Valproate 166.76mg
Sachet
France Laboratoire Aguettant Valproate De Sodium Sodium Valproate Solution For Injection Intravenous Use
Aguettant 400mg/4 MI
France Arrow Generiques Valproate De Sodium Sodium Valproate Oral Solution Oral Use
Arrow 200mg/Ml
France Eg Labo Laboratoires Valproate De Sodium Eg | Sodium Valproate Prolonged-Release Oral Use
Eurogenerics L.P. 500mg Tablet Tablet
France Arrow Generiques Valproate De Sodium Sodium Valproate Film-Coated Tablet Oral Use
L.P Arrow 500mg Tablet
France Biogaran Valproate De Sodium Sodium Valproate Prolonged-Release Oral Use
L.P. Biogaran 500mg Tablet Tablet
France Sanofi-Aventis France Valproate De Sodium Lp | Valproic Acid 145mg Prolonged-Release Oral Use
Zentiva Tablet, Sodium Tablet
Valproate 333mg Tablet
France Mylan S.A.S Valproate De Sodium Sodium Valproate Modified-Release Tablet | Oral Use

Mylan

500mg Tablet
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France Sandoz Valproate De Sodium Sodium Valproate Modified-Release Tablet | Oral Use
Sandoz 500mg Tablet
France Ratiopharm Gmbh Valproate De Sodium Sodium Valproate Prolonged-Release Oral Use
Teva 500mg Tablet Tablet
France Sanofi-Aventis France Valproate De Sodium Sodium Valproate Gastro-Resistant Tablet | Oral Use
Zentiva 200mg Tablet
France Sanofi-Aventis France Valproate De Sodium Sodium Valproate Gastro-Resistant Tablet | Oral Use
Zentiva 500mg Tablet
France Sanofi-Aventis France Valproate De Sodium Sodium Valproate Oral Solution Oral Use
Zentiva 200mg/Ml
Germany G.L. Pharma Gmbh Convulex Sodium Valproate Oral Solution Oral Use
300mg/Mi
Germany G.L. Pharma Gmbh Convulex Sodium Valproate Prolonged-Release Oral Use
300mg Capsule Tablet
Germany G.L. Pharma Gmbh Convulex Sodium Valproate Prolonged-Release Oral Use
500mg Capsule Tablet
Germany G.L. Pharma Gmbh Convulex® Valproic Acid 150mg Gastro-Resistant Oral Use
Capsule Capsule
Germany G.L. Pharma Gmbh Convulex® Valproic Acid 300mg Gastro-Resistant Oral Use
Capsule Capsule
Germany G.L. Pharma Gmbh Convulex® Valproic Acid 500mg Gastro-Resistant Oral Use
Capsule Capsule
Germany Sanofi-Aventis Ergenyl Sodium Valproate Powder And Solvent For | Intravenous Use
Deutschland Gmbh 400mg Container Solution For Injection
Germany Sanofi-Aventis Ergenyl Sodium Valproate Solution For Injection Intravenous Use
Deutschland Gmbh 100mg/Ml
Germany Sanofi-Aventis Ergenyl Sodium Valproate Gastro-Resistant Tablet | Oral Use
Deutschland Gmbh 150mg Tablet
Germany Sanofi-Aventis Ergenyl Sodium Valproate Gastro-Resistant Tablet | Oral Use
Deutschland Gmbh 300mg Tablet
Germany Sanofi-Aventis Ergenyl Sodium Valproate Gastro-Resistant Tablet | Oral Use
Deutschland Gmbh 500mg Tablet
Germany Sanofi-Aventis Ergenyl Sodium Valproate Oral Solution Oral Use
Deutschland Gmbh 300mg/Mi
Germany Sanofi-Aventis Ergenyl Chrono Valproic Acid 145.14mg | Prolonged-Release Oral Use

Deutschland Gmbh

Tablet, Sodium
Valproate 333.3mg
Tablet

Tablet
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Member State in EEA Marketing Product name INN and Strength Pharmaceutical form Route of
Authorisation holder Administration
Germany Sanofi-Aventis Ergenyl Chrono Valproic Acid 87mg Prolonged-Release Oral Use
Deutschland Gmbh Tablet, Sodium Tablet
Valproate 199.8mg
Tablet
Germany Aristo Pharma Gmbh Espa-Valep Retard Sodium Valproate Prolonged-Release Oral Use
(Art 57) 500mg Tablet Tablet
Germany Aristo Pharma Gmbh Espa-Valept Sodium Valproate Prolonged-Release Oral Use
(Art 57) 300mg Tablet Tablet
Germany Aristo Pharma Gmbh Espa-Valept Sodium Valproate Prolonged-Release Oral Use
(Art 57) 500mg Tablet Tablet
Germany Aristo Pharma Gmbh Espa-Valept Retard Sodium Valproate Prolonged-Release Oral Use
(Art 57) 300mg Tablet Tablet
Germany Riemser Pharma Gmbh Leptilan Sodium Valproate Gastro-Resistant Tablet | Oral Use
150mg Tablet
Germany Riemser Pharma Gmbh Leptilan Sodium Valproate Gastro-Resistant Tablet | Oral Use
300mg Tablet
Germany Riemser Pharma Gmbh Leptilan Sodium Valproate Gastro-Resistant Tablet | Oral Use
600mg Tablet
Germany Aristo Pharma Gmbh Natriumvalproat Aristo Sodium Valproate Oral Drops, Solution Oral Use
(Art 57) 300mg G
Germany Hexal Ag Natriumvalproat Hexal Sodium Valproate Oral Solution Oral Use
300mg/Mi
Germany Desitin Arzneimittel Orfiril Sodium Valproate Solution For Injection Intravenous Use
Gmbh 100mg/Ml
Germany Desitin Arzneimittel Orfiril Sodium Valproate Gastro-Resistant Tablet | Oral Use
Gmbh 150mg Tablet
Germany Desitin Arzneimittel Orfiril Sodium Valproate Gastro-Resistant Tablet | Oral Use
Gmbh 200mg Tablet
Germany Desitin Arzneimittel Orfiril Sodium Valproate Gastro-Resistant Tablet | Oral Use
Gmbh 300mg Tablet
Germany Desitin Arzneimittel Orfiril Sodium Valproate Gastro-Resistant Tablet | Oral Use
Gmbh 600mg Tablet
Germany Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 150mg Capsule Capsule, Hard
Germany Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 300mg Capsule Capsule, Hard
Germany Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use

Gmbh

1000mg Tablet

Tablet
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Germany Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 500mg Tablet Tablet
Germany Desitin Arzneimittel Orfiril Saft Sodium Valproate Oral Solution Oral Use
Gmbh 60mg/Ml
Germany lip - Institut Fur Valhel Pr Valproic Acid 145mg Prolonged-Release Oral Use
Industrielle Pharmazie Tablet, Sodium Tablet
Forschungs- Und Valproate 333mg Tablet
Entwicklungsgesellschaf
t Mbh
Germany lip - Institut Fur Valhel Pr Valproic Acid 87mg Prolonged-Release Oral Use
Industrielle Pharmazie Tablet, Sodium Tablet
Forschungs- Und Valproate 199.8mg
Entwicklungsgesellschaf Tablet
t Mbh
Germany Aliud Pharma Gmbh Valpro Valproic Acid 145mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 333mg Tablet
Germany Betapharm Arzneimittel | Valpro Sodium Valproate Gastro-Resistant Tablet | Oral Use
Gmbh 600mg Tablet
Germany Aliud Pharma Gmbh Valpro Al Valproic Acid 87mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 199.8mg
Tablet
Germany Betapharm Arzneimittel | Valpro Beta Sodium Valproate Gastro-Resistant Tablet | Oral Use
Gmbh 150mg Tablet
Germany Betapharm Arzneimittel | Valpro Beta Sodium Valproate Gastro-Resistant Tablet | Oral Use
Gmbh 300mg Tablet
Germany Betapharm Arzneimittel | Valpro Beta Sodium Valproate Oral Drops, Solution Oral Use
Gmbh 300mg/Mi
Germany Betapharm Arzneimittel | Valpro Chrono Valproic Acid 145mg Prolonged-Release Oral Use
Gmbh Tablet, Sodium Tablet
Valproate 333mg Tablet
Germany Betapharm Arzneimittel | Valpro Chrono Valproic Acid 87mg Prolonged-Release Oral Use
Gmbh Tablet, Sodium Tablet
Valproate 200mg Tablet
Germany Tad Pharma Gmbh Valpro Tad Sodium Valproate Oral Solution Oral Use

300mg/Mi
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Germany Tad Pharma Gmbh Valpro Tad Valproic Acid 145mg Prolonged-Release Oral Use
Tablet, Sodium Capsule
Valproate 333mg Tablet

Germany Tad Pharma Gmbh Valpro Tad Valproic Acid 87mg Prolonged-Release Oral Use
Tablet, Sodium Capsule
Valproate 199.8mg
Tablet

Germany Abz-Pharma Gmbh Valproat Sodium Valproate Film-Coated Tablet Oral Use
150mg Tablet

Germany Abz-Pharma Gmbh Valproat Valproic Acid 145mg G, | Prolonged-Release Oral Use
Sodium Valproate Tablet
333mg G

Germany Abz-Pharma Gmbh Valproat Valproic Acid 87mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 200mg Tablet

Germany Ratiopharm Gmbh Valproat Valproic Acid 145mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 333mg Tablet

Germany Ratiopharm Gmbh Valproat Valproic Acid 87mg G, Prolonged-Release Oral Use
Sodium Valproate Tablet
200mg Tablet

Germany Stadapharm Gmbh Valproat Valproic Acid 145mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 333mg Tablet

Germany Stadapharm Gmbh Valproat Valproic Acid 87mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 199.8mg
Tablet

Germany 1 A Pharma Gmbh Valproat 1 A Pharma Sodium Valproate Gastro-Resistant Tablet | Oral Use
150mg Tablet

Germany 1 A Pharma Gmbh Valproat 1 A Pharma Sodium Valproate Gastro-Resistant Tablet | Oral Use
300mg Tablet

Germany 1 A Pharma Gmbh Valproat 1 A Pharma Sodium Valproate Gastro-Resistant Tablet | Oral Use
600mg Tablet

Germany 1 A Pharma Gmbh Valproat 1 A Pharma Sodium Valproate Prolonged-Release Oral Use
300mg Tablet Tablet

Germany 1 A Pharma Gmbh Valproat 1 A Pharma Sodium Valproate Prolonged-Release Oral Use

500mg Tablet

Tablet
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Germany Aristo Pharma Gmbh Valproat Aristo Sodium Valproate Gastro-Resistant Tablet | Oral Use
(Art 57) 300mg Tablet
Germany Aristo Pharma Gmbh Valproat Aristo Sodium Valproate Gastro-Resistant Tablet | Oral Use
(Art 57) 600mg Tablet
Germany Abz-Pharma Gmbh Valproat Chrono Valproic Acid 145mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 333mg Tablet
Germany Abz-Pharma Gmbh Valproat Chrono Valproic Acid 87mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 200mg Tablet
Germany Desitin Arzneimittel Valproat Chrono Sodium Valproate Prolonged-Release Oral Use
Gmbh 300mg Tablet Tablet
Germany Desitin Arzneimittel Valproat Chrono Sodium Valproate Prolonged-Release Oral Use
Gmbh 500mg Tablet Tablet
Germany Glenmark Valproat Chrono Valproic Acid 145mg Prolonged-Release Oral Use
Pharmaceuticals Europe Tablet, Sodium Tablet
Limited Valproate 333mg Tablet
Germany Glenmark Valproat Chrono Valproic Acid 87mg Prolonged-Release Oral Use
Pharmaceuticals Europe Tablet, Sodium Tablet
Limited Valproate 199.8mg
Tablet
Germany Winthrop Arzneimittel Valproat Chrono Valproic Acid 145mg Prolonged-Release Oral Use
Gmbh Tablet, Sodium Tablet
Valproate 333mg Tablet
Germany Winthrop Arzneimittel Valproat Chrono Valproic Acid 87mg Prolonged-Release Oral Use
Gmbh Tablet, Sodium Tablet
Valproate 200mg Tablet
Germany Hexal Ag Valproat Chrono Hexal Sodium Valproate Prolonged-Release Oral Use
300mg Tablet Tablet
Germany Hexal Ag Valproat Chrono Hexal Sodium Valproate Prolonged-Release Oral Use
500mg Tablet Tablet
Germany Hexal Ag Valproat Hexal Sodium Valproate Gastro-Resistant Tablet | Oral Use
150mg Tablet
Germany Hexal Ag Valproat Hexal Sodium Valproate Gastro-Resistant Tablet | Oral Use
300mg Tablet
Germany Hexal Ag Valproat Hexal Sodium Valproate Gastro-Resistant Tablet | Oral Use

600mg Tablet

List of medicines affected by the referral procedure

EMA/169100/2017

Page 16/39




Member State in EEA Marketing Product name INN and Strength Pharmaceutical form Route of
Authorisation holder Administration
Germany Neuraxpharm Valproat Neuraxpharm Sodium Valproate Gastro-Resistant Tablet | Oral Use
Arzneimittel Gmbh 150mg Units
Germany Neuraxpharm Valproat Neuraxpharm Sodium Valproate Gastro-Resistant Tablet | Oral Use
Arzneimittel Gmbh 300mg Units
Germany Neuraxpharm Valproat Neuraxpharm Sodium Valproate Gastro-Resistant Tablet | Oral Use
Arzneimittel Gmbh 600mg Units
Germany Neuraxpharm Valproat Neuraxpharm Sodium Valproate Oral Solution Oral Use
Arzneimittel Gmbh 300mg/Mi
Germany Neuraxpharm Valproat Neuraxpharm Sodium Valproate Oral Solution Oral Use
Arzneimittel Gmbh 60mg/Ml
Germany Neuraxpharm Valproat Neuraxpharm Sodium Valproate Prolonged-Release Oral Use
Arzneimittel Gmbh 300mg Units Tablet
Germany Neuraxpharm Valproat Neuraxpharm Sodium Valproate Prolonged-Release Oral Use
Arzneimittel Gmbh 500mg Units Tablet
Germany Orion Corporation Valproat Orion Sodium Valproate Tablet Oral Use
300mg Tablet
Germany Orion Corporation Valproat Orion Sodium Valproate Tablet Oral Use
500mg Tablet
Germany Abz-Pharma Gmbh Valproat-Ct Sodium Valproate Film-Coated Tablet Oral Use
300mg Tablet
Germany Abz-Pharma Gmbh Valproat-Ct Sodium Valproate Film-Coated Tablet Oral Use
600mg Tablet
Germany Ratiopharm Gmbh Valproinsaure Sodium Valproate Oral Solution Oral Use
300mg/Mi
Germany Ratiopharm Gmbh Valproinsaure Sodium Valproate Film-Coated Tablet Oral Use
Ratiopharm 150mg Tablet
Germany Ratiopharm Gmbh Valproinsaure Sodium Valproate Film-Coated Tablet Oral Use
Ratiopharm 300mg Tablet
Germany Ratiopharm Gmbh Valproinsaure Sodium Valproate Film-Coated Tablet Oral Use
Ratiopharm 600mg Tablet
Greece Sanofi-Aventis Aebe Depakine Sodium Valproate Powder And Solvent For | Intravenous Use
400mg/MI Solution For Injection
Greece Sanofi-Aventis Aebe Depakine Sodium Valproate Gastro-Resistant Tablet | Oral Use
200mg Tablet
Greece Sanofi-Aventis Aebe Depakine Sodium Valproate Gastro-Resistant Tablet | Oral Use
500mg Tablet
Greece Sanofi-Aventis Aebe Depakine Sodium Valproate Oral Solution Oral Use

200mg/Mi
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Greece Sanofi-Aventis Aebe Depakine Chrono Valproic Acid 145.14mg | Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 333.3mg
Tablet

Greece Sanofi-Aventis Aebe Depakine Chronosphere | Valproic Acid 29.03mg Modified-Release Oral Use
Sachet, Sodium Granules
Valproate 66.66mg
Sachet

Greece Sanofi-Aventis Aebe Depakine Chronosphere | Valproic Acid 290.27mg | Modified-Release Oral Use
Sachet, Sodium Granules
Valproate 666.6mg
Sachet

Greece Sanofi-Aventis Aebe Depakine Chronosphere | Valproic Acid 72.61mg Modified-Release Oral Use
Sachet, Sodium Granules
Valproate 166.76mg
Sachet

Greece Demo Abee Hexaquin Sodium Valproate Powder And Solvent For | Intravenous Use
400mg Vial Solution For Injection

Hungary G.L. Pharma Gmbh Convulex Sodium Valproate Solution For Injection Intravenous Use
100mg/Ml

Hungary G.L. Pharma Gmbh Convulex Valproic Acid 150mg Gastro-Resistant Oral Use
Capsule Capsule, Soft

Hungary G.L. Pharma Gmbh Convulex Valproic Acid 300mg Gastro-Resistant Oral Use
Capsule Capsule, Soft

Hungary G.L. Pharma Gmbh Convulex Valproic Acid 500mg Gastro-Resistant Oral Use
Capsule Capsule, Soft

Hungary G.L. Pharma Gmbh Convulex Sodium Valproate Prolonged-Release Oral Use
300mg Tablet Tablet

Hungary G.L. Pharma Gmbh Convulex Sodium Valproate Prolonged-Release Oral Use
500mg Tablet Tablet

Hungary G.L. Pharma Gmbh Convulex Valproic Acid Syrup Oral Use
43.38mg/Ml

Hungary Sanofi-Aventis Zrt Depakine Sodium Valproate Powder And Solvent For | Intravenous Use
400mg/MI Solution For Injection

Hungary Sanofi-Aventis Zrt Depakine Valproic Acid 50mg/Ml Syrup Oral Use
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Hungary Sanofi-Aventis Zrt Depakine Chrono Valproic Acid 145.14mg | Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 333.3mg
Tablet
Hungary Sanofi-Aventis Zrt Depakine Chrono Valproic Acid 87mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 199.8mg
Tablet
Iceland Desitin Arzneimittel Orfiril Sodium Valproate Gastro-Resistant Tablet | Oral Use
Gmbh 150mg Tablet
Iceland Desitin Arzneimittel Orfiril Sodium Valproate Gastro-Resistant Tablet | Oral Use
Gmbh 600mg Tablet
Iceland Desitin Arzneimittel Orfiril Sodium Valproate Oral Solution Oral Use
Gmbh 60mg/MI
Iceland Desitin Arzneimittel Orfiril Retard Sodium Valproate Prolonged-Release Oral Use
Gmbh 300mg Tablet Tablet
Ireland Sanofi-Aventis Ireland Epilim Sodium Valproate Powder And Solvent For | Intravenous Use
Ltd 400mg/MI Solution For Injection
Ireland Sanofi-Aventis Ireland Epilim Sodium Valproate Oral Solution Oral Use
Ltd 40mg/Ml
Ireland Sanofi-Aventis Ireland Epilim Sodium Valproate Syrup Oral Use
Ltd 40mg/MI
Ireland Sanofi-Aventis Ireland Epilim Sodium Valproate Tablet Oral Use
Ltd 100mg Tablet
Ireland Sanofi-Aventis Ireland Epilim Chrono Valproic Acid 145.14mg | Prolonged-Release Oral Use
Ltd Tablet, Sodium Tablet
Valproate 333.3mg
Tablet
Ireland Sanofi-Aventis Ireland Epilim Chrono Valproic Acid 58mg Prolonged-Release Oral Use
Ltd Tablet, Sodium Tablet
Valproate 133.2mg
Tablet
Ireland Sanofi-Aventis Ireland Epilim Chrono Valproic Acid 87mg Prolonged-Release Oral Use

Ltd

Tablet, Sodium
Valproate 199.8mg
Tablet

Tablet
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Ireland Sanofi-Aventis Ireland Epilim Chronosphere Valproic Acid 145.14mg | Prolonged-Release Oral Use
Ltd Sachet, Sodium Granules
Valproate 333.3mg
Sachet
Ireland Sanofi-Aventis Ireland Epilim Chronosphere Valproic Acid 29.03mg Prolonged-Release Oral Use
Ltd Sachet, Sodium Granules
Valproate 66.66mg
Sachet
Ireland Sanofi-Aventis Ireland Epilim Chronosphere Valproic Acid 72.61mg Prolonged-Release Oral Use
Ltd Sachet, Sodium Granules
Valproate 166.76mg
Sachet
Ireland Sanofi-Aventis Ireland Epilim Enteric Sodium Valproate Gastro-Resistant Tablet | Oral Use
Ltd 200mg Tablet
Ireland Sanofi-Aventis Ireland Epilim Enteric Sodium Valproate Gastro-Resistant Tablet | Oral Use
Ltd 500mg Tablet
Italy Eg S.P.A. Acido Valproico E Sodio | Valproic Acid 145mg Prolonged-Release Oral Use
Valproato Eg Tablet, Sodium Tablet
Valproate 333mg Tablet
Italy Eg S.P.A. Acido Valproico E Sodio | Valproic Acid 87mg Prolonged-Release Oral Use
Valproato Eg Tablet, Sodium Tablet
Valproate 200mg Tablet
Italy Ratiopharm Gmbh Acido Valproico E Sodio | Valproic Acid 145mg Prolonged-Release Oral Use
Valproato Ratiopharm Tablet, Sodium Tablet
Valproate 333mg Tablet
Italy Ratiopharm Gmbh Acido Valproico E Sodio | Valproic Acid 87mg Prolonged-Release Oral Use
Valproato Ratiopharm Tablet, Sodium Tablet
Valproate 200mg Tablet
Italy Ratiopharm Gmbh Acido Valproico E Sodio | Valproic Acid 145mg G, | Prolonged-Release Oral Use
Valproato Ratiopharm Sodium Valproate Tablet
Ratiopharm 333mg G
Italy Sandoz S.P.A. Acido Valproico Sandoz | Sodium Valproate Prolonged-Release Oral Use
300mg Tablet Tablet
Italy Sandoz S.P.A. Acido Valproico Sandoz | Sodium Valproate Prolonged-Release Oral Use
500mg Tablet Tablet
Italy Sanofi Spa Depakin Sodium Valproate Powder And Solvent For | Intravenous Use

400mg/MI

Solution For Injection
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Italy Sanofi Spa Depakin Sodium Valproate Gastro-Resistant Tablet | Oral Use
200mg Tablet

Italy Sanofi Spa Depakin Sodium Valproate Gastro-Resistant Tablet | Oral Use
500mg Tablet

Italy Sanofi Spa Depakin Valproic Acid 145.14mg | Modified-Release Oral Use
Sachet, Sodium Granules
Valproate 333.3mg
Sachet

Italy Sanofi Spa Depakin Valproic Acid 217.75mg | Modified-Release Oral Use
Sachet, Sodium Granules
Valproate 500.06mg
Sachet

Italy Sanofi Spa Depakin Valproic Acid 29.03mg Modified-Release Oral Use
Sachet, Sodium Granules
Valproate 66.66mg
Sachet

Italy Sanofi Spa Depakin Valproic Acid 290.27mg | Modified-Release Oral Use
Sachet, Sodium Granules
Valproate 666.6mg
Sachet

Italy Sanofi Spa Depakin Valproic Acid 72.61mg Modified-Release Oral Use
Sachet, Sodium Granules
Valproate 166.76mg
Sachet

Italy Sanofi Spa Depakin Sodium Valproate Oral Solution Oral Use
200mg/Ml

Italy Sanofi Spa Depakin Chrono Valproic Acid 145.14mg | Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 333.3mg
Tablet

Italy Sanofi Spa Depakin Chrono Valproic Acid 87mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 199.8mg
Tablet

Italy Sigma-Tau Industrie Depamag Valproate Magnesium Gastro-Resistant Tablet | Oral Use

Farmaceutiche Riunite
S.P.A.

200mg Tablet
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Italy Sigma-Tau Industrie Depamag Valproate Magnesium Gastro-Resistant Tablet | Oral Use
Farmaceutiche Riunite 500mg Tablet
S.P.A.
Italy Sigma-Tau Industrie Depamag Valproate Magnesium Oral Solution Oral Use
Farmaceutiche Riunite 10000mg/100 MI
S.P.A.
Italy Sanofi Spa Depamide Valpromide 300mg Gastro-Resistant Tablet | Oral Use
Tablet
Italy Zentiva ltalia Srl Sodio Valproato Sodium Valproate Gastro-Resistant Tablet | Oral Use
200mg Tablet
Italy Zentiva ltalia Srl Sodio Valproato Sodium Valproate Gastro-Resistant Tablet | Oral Use
500mg Tablet
Italy Zentiva ltalia Srl Sodio Valproato Sodium Valproate Oral Solution Oral Use
200mg/Mi
Italy Zentiva ltalia Srl Sodio Valproato Valproic Acid 145mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 333mg Tablet
Italy Zentiva ltalia Srl Sodio Valproato Valproic Acid 87mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 200mg Tablet
Latvia Orion Corporation Absenor Sodium Valproate Prolonged-Release Oral Use
500mg Tablet Tablet
Latvia G.L. Pharma Gmbh Convulex Sodium Valproate Concentrate For Intravenous Use
500mg/5 M Solution For
Injection/Infusion
Latvia G.L. Pharma Gmbh Convulex Valproic Acid 150mg Gastro-Resistant Oral Use
Capsule Capsule, Soft
Latvia G.L. Pharma Gmbh Convulex Valproic Acid 300mg Gastro-Resistant Oral Use
Capsule Capsule, Soft
Latvia G.L. Pharma Gmbh Convulex Valproic Acid 500mg Gastro-Resistant Oral Use
Capsule Capsule, Soft
Latvia G.L. Pharma Gmbh Convulex Sodium Valproate Syrup Oral Use
50mg/MlI
Latvia G.L. Pharma Gmbh Convulex® Sodium Valproate Oral Solution Oral Use
300mg/Mi
Latvia G.L. Pharma Gmbh Convulex® Retard Sodium Valproate Prolonged-Release Oral Use

300mg Tablet

Tablet
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Latvia G.L. Pharma Gmbh Convulex® Retard Sodium Valproate Prolonged-Release Oral Use
500mg Tablet Tablet
Latvia Sanofi-Aventis Latvia Depakine Sodium Valproate Syrup Oral Use
Sia 57.64mg/Ml
Latvia Sanofi-Aventis Latvia Depakine Chrono Valproic Acid 145.14mg | Modified-Release Tablet | Oral Use
Sia Tablet, Sodium
Valproate 333.3mg
Tablet
Latvia Sanofi-Aventis Latvia Depakine Chrono Valproic Acid 87mg Modified-Release Tablet | Oral Use
Sia Tablet, Sodium
Valproate 199.8mg
Tablet
Lithuania Orion Corporation Absenor Sodium Valproate Prolonged-Release Oral Use
500mg Tablet Tablet
Lithuania G.L. Pharma Gmbh Convulex Sodium Valproate Solution For Intravenous Use
100mg/Ml Injection/Infusion
Lithuania G.L. Pharma Gmbh Convulex Valproic Acid 150mg Gastro-Resistant Oral Use
Capsule Capsule, Soft
Lithuania G.L. Pharma Gmbh Convulex Valproic Acid 300mg Gastro-Resistant Oral Use
Capsule Capsule, Soft
Lithuania G.L. Pharma Gmbh Convulex Valproic Acid 500mg Gastro-Resistant Oral Use
Capsule Capsule, Soft
Lithuania G.L. Pharma Gmbh Convulex Sodium Valproate Oral Solution Oral Use
300mg/MI
Lithuania G.L. Pharma Gmbh Convulex Sodium Valproate Syrup Oral Use
50mg/Ml
Lithuania G.L. Pharma Gmbh Convulex Retard Sodium Valproate Prolonged-Release Oral Use
300mg Tablet Tablet
Lithuania G.L. Pharma Gmbh Convulex Retard Sodium Valproate Prolonged-Release Oral Use
500mg Tablet Tablet
Lithuania Uab Sanofi-Aventis Depakine Sodium Valproate Syrup Oral Use
Lietuva 57.64mg/Ml
Lithuania Uab Sanofi-Aventis Depakine Chrono Valproic Acid 145.14mg | Modified-Release Tablet | Oral Use

Lietuva

Tablet, Sodium
Valproate 333.3mg
Tablet
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Lithuania Uab Sanofi-Aventis Depakine Chrono Valproic Acid 87mg Modified-Release Tablet | Oral Use
Lietuva Tablet, Sodium
Valproate 199.8mg
Tablet
Lithuania Uab Sanofi-Aventis Depakine Chronosphere | Valproic Acid 145.14mg | Modified-Release Oral Use
Lietuva Sachet, Sodium Granules
Valproate 333.3mg
Sachet
Lithuania Uab Sanofi-Aventis Depakine Chronosphere | Valproic Acid 217.75mg | Modified-Release Oral Use
Lietuva Sachet, Sodium Granules
Valproate 500.06mg
Sachet
Lithuania Uab Sanofi-Aventis Depakine Chronosphere | Valproic Acid 290.27mg | Modified-Release Oral Use
Lietuva Sachet, Sodium Granules
Valproate 666.6mg
Sachet
Lithuania Uab Sanofi-Aventis Depakine Chronosphere | Valproic Acid 72.61mg Modified-Release Oral Use
Lietuva Sachet, Sodium Granules
Valproate 166.76mg
Sachet
Lithuania Sandoz Pharmaceuticals | Valproate Sodium Sodium Valproate Modified-Release Tablet | Oral Use
D.D. Sandoz 500mg Tablet
Luxembourg Sanofi Belgium Depakine Sodium Valproate Oral Solution Oral Use
300mg/Mi
Luxembourg Sanofi Belgium Depakine Sodium Valproate Syrup Oral Use
60mg/MI
Luxembourg Sanofi Belgium Depakine Chrono Valproic Acid 145.14mg | Modified-Release Tablet | Oral Use
Tablet, Sodium
Valproate 333.3mg
Tablet
Luxembourg Sanofi Belgium Depakine Chrono Valproic Acid 87mg Modified-Release Tablet | Oral Use
Tablet, Sodium
Valproate 199.8mg
Tablet
Luxembourg Sanofi Belgium Depakine Enteric Sodium Valproate Gastro-Resistant Tablet | Oral Use
150mg Tablet
Luxembourg Sanofi Belgium Depakine Enteric Sodium Valproate Gastro-Resistant Tablet | Oral Use

300mg Tablet
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Luxembourg Sanofi Belgium Depakine Enteric Sodium Valproate Gastro-Resistant Tablet | Oral Use
500mg Tablet

Luxembourg Sanofi Belgium Depakine 1.V. Sodium Valproate Powder And Solvent For | Intravenous Use
400mg/MI Solution For Injection

Luxembourg Ratiopharm Gmbh Valproat Valproic Acid 87mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 200mg Tablet

Luxembourg Ratiopharm Gmbh Valproat Ratiopharm Valproic Acid 145mg G, | Prolonged-Release Oral Use
Sodium Valproate Tablet
333mg G

Luxembourg Eurogenerics N.V./S.A. Valproate Retard Eg Valproic Acid 145mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 333mg Tablet

Luxembourg Eurogenerics N.V./S.A. Valproate Retard Eg Valproic Acid 87mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 200mg Tablet

Luxembourg Mylan Bvba/Sprl Valproate Retard Mylan | Sodium Valproate Prolonged-Release Oral Use
300mg Tablet Tablet

Luxembourg Mylan Bvba/Sprl Valproate Retard Mylan | Sodium Valproate Prolonged-Release Oral Use
500mg Tablet Tablet

Malta Sanofi Malta Ltd Epilim Sodium Valproate Powder And Solvent For | Intravenous Use
400mg/MI Solution For Injection

Malta Sanofi Malta Ltd Epilim Sodium Valproate Oral Solution Oral Use
200mg/5 M

Malta Sanofi Malta Ltd Epilim Chrono Valproic Acid 145.14mg | Modified-Release Tablet | Oral Use
Tablet, Sodium
Valproate 333.3mg
Tablet

Malta Sanofi Malta Ltd Epilim Chrono Valproic Acid 58mg Modified-Release Tablet | Oral Use
Tablet, Sodium
Valproate 133.2mg
Tablet

Malta Sanofi Malta Ltd Epilim Chrono Valproic Acid 87mg Modified-Release Tablet | Oral Use
Tablet, Sodium
Valproate 199.8mg
Tablet

Malta Wockhardt Uk Ltd Sodium Valproate Sodium Valproate Solution For Intravenous Use

Wockhardt Uk

100mg/Ml

Injection/Infusion
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Netherlands Sanofi-Aventis Depakine Sodium Valproate Powder And Solvent For | Intravenous Use
Netherlands B.V. 400mg/MI Solution For Injection
Netherlands Sanofi-Aventis Depakine Sodium Valproate Oral Solution Oral Use
Netherlands B.V. 300mg/Mi
Netherlands Sanofi-Aventis Depakine Sodium Valproate Syrup Oral Use
Netherlands B.V. 40mg/Ml
Netherlands Sanofi-Aventis Depakine Chrono Valproic Acid 145.14mg | Modified-Release Tablet | Oral Use
Netherlands B.V. Tablet, Sodium
Valproate 333.3mg
Tablet
Netherlands Sanofi-Aventis Depakine Chrono Valproic Acid 87mg Modified-Release Tablet | Oral Use
Netherlands B.V. Tablet, Sodium
Valproate 199.8mg
Tablet
Netherlands Sanofi-Aventis Depakine Chronosphere | Valproic Acid 145.14mg | Modified-Release Oral Use
Netherlands B.V. Sachet, Sodium Granules
Valproate 333.3mg
Sachet
Netherlands Sanofi-Aventis Depakine Chronosphere | Valproic Acid 217.75mg | Modified-Release Oral Use
Netherlands B.V. Sachet, Sodium Granules
Valproate 500.06mg
Sachet
Netherlands Sanofi-Aventis Depakine Chronosphere | Valproic Acid 29.03mg Modified-Release Oral Use
Netherlands B.V. Sachet, Sodium Granules
Valproate 66.66mg
Sachet
Netherlands Sanofi-Aventis Depakine Chronosphere | Valproic Acid 290.27mg | Modified-Release Oral Use
Netherlands B.V. Sachet, Sodium Granules
Valproate 666.6mg
Sachet
Netherlands Sanofi-Aventis Depakine Chronosphere | Valproic Acid 72.61mg Modified-Release Oral Use
Netherlands B.V. Sachet, Sodium Granules
Valproate 166.76mg
Sachet
Netherlands Sanofi-Aventis Depakine Enteric Sodium Valproate Gastro-Resistant Tablet | Oral Use
Netherlands B.V. 150mg Tablet
Netherlands Sanofi-Aventis Depakine Enteric Sodium Valproate Gastro-Resistant Tablet | Oral Use

Netherlands B.V.

300mg Tablet
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Netherlands Sanofi-Aventis Depakine Enteric Sodium Valproate Gastro-Resistant Tablet | Oral Use
Netherlands B.V. 500mg Tablet
Netherlands Apotex Europe B.V. Natriumvalproaat Sodium Valproate Gastro-Resistant Tablet | Oral Use
Apotex 300mg Tablet
Netherlands Apotex Europe Bv Natriumvalproaat Sodium Valproate Gastro-Resistant Tablet | Oral Use
Apotex 150mg Tablet
Netherlands Apotex Europe Bv Natriumvalproaat Sodium Valproate Gastro-Resistant Tablet | Oral Use
Apotex 600mg Tablet
Netherlands Apotex Europe Bv Natriumvalproaat Sodium Valproate Oral Solution Oral Use
Apotex 300mg/5 M
Netherlands Teva Nederland B.V. Natriumvalproaat Valproic Acid 87mg Prolonged-Release Oral Use
Chrono Tablet, Sodium Tablet
Valproate 200mg Tablet
Netherlands Centrafarm B.V. Natriumvalproaat Valproic Acid 145mg Prolonged-Release Oral Use
Chrono Cf Tablet, Sodium Tablet
Valproate 333mg Tablet
Netherlands Centrafarm B.V. Natriumvalproaat Valproic Acid 87mg Prolonged-Release Oral Use
Chrono Cf Tablet, Sodium Tablet
Valproate 199.8mg
Tablet
Netherlands Sandoz B.V. Natriumvalproaat Sodium Valproate Modified-Release Tablet | Oral Use
Chrono Sandoz 300mg Tablet
Netherlands Sandoz B.V. Natriumvalproaat Sodium Valproate Modified-Release Tablet | Oral Use
Chrono Sandoz 500mg Tablet
Netherlands Sandoz B.V. Natriumvalproaat Sodium Valproate Modified-Release Tablet | Oral Use
Sandoz 300mg Tablet
Netherlands Sandoz B.V. Natriumvalproaat Sodium Valproate Modified-Release Tablet | Oral Use
Sandoz 500mg Tablet
Netherlands Teva Nederland B.V. Natriumvalproaat Teva Valproic Acid 145mg G, | Prolonged-Release Oral Use

Sodium Valproate

Tablet

333mg G

Netherlands Pharmachemie B.V Orfiril Sodium Valproate Solution For Injection Intravenous Use
100mg/MI

Netherlands Pharmachemie B.V Orfiril Cr Sodium Valproate Modified-Release Oral Use
300mg Capsule Capsule, Hard

Netherlands Pharmachemie B.V Orfiril Cr Sodium Valproate Modified-Release Oral Use

1000mg Sachet

Granules
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Netherlands Pharmachemie B.V Orfiril Cr Sodium Valproate Modified-Release Oral Use
500mg Sachet Granules
Norway Desitin Arzneimittel Orfiril Sodium Valproate Solution For Injection Intravenous Use
Gmbh 100mg/MI
Norway Desitin Arzneimittel Orfiril Sodium Valproate Gastro-Resistant Tablet | Oral Use
Gmbh 150mg Tablet
Norway Desitin Arzneimittel Orfiril Sodium Valproate Gastro-Resistant Tablet | Oral Use
Gmbh 300mg Tablet
Norway Desitin Arzneimittel Orfiril Sodium Valproate Gastro-Resistant Tablet | Oral Use
Gmbh 600mg Tablet
Norway Desitin Arzneimittel Orfiril Sodium Valproate Oral Solution Oral Use
Gmbh 60mg/MI
Norway Desitin Arzneimittel Orfiril Sodium Valproate Prolonged-Release Oral Use
Gmbh 300mg Tablet Tablet
Norway Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 150mg Capsule Capsule
Norway Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 300mg Capsule
Norway Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 1000mg Container Granules
Norway Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 500mg Container Granules
Poland Orion Corporation Absenor Sodium Valproate Prolonged-Release Oral Use
300mg Tablet Tablet
Poland Orion Corporation Absenor Sodium Valproate Prolonged-Release Oral Use
500mg Tablet Tablet
Poland G.L. Pharma Gmbh Convival Chrono Sodium Valproate Prolonged-Release Oral Use
500mg Tablet Tablet
Poland G.L. Pharma Gmbh Convulex Valproic Acid 150mg Capsule, Soft Oral Use
Capsule
Poland G.L. Pharma Gmbh Convulex Valproic Acid 300mg Capsule, Soft Oral Use
Capsule
Poland G.L. Pharma Gmbh Convulex Valproic Acid 500mg Capsule, Soft Oral Use
Capsule
Poland G.L. Pharma Gmbh Convulex Sodium Valproate Syrup Oral Use
50mg/MlI
Poland Sanofi-Aventis France Depakine Sodium Valproate Powder And Solvent For | Intravenous Use
400mg/MI Solution For Injection

List of medicines affected by the referral procedure

EMA/169100/2017

Page 28/39




Member State in EEA Marketing Product name INN and Strength Pharmaceutical form Route of
Authorisation holder Administration
Poland Sanofi-Aventis France Depakine Sodium Valproate Syrup Oral Use
40mg/MI
Poland Sanofi-Aventis Sp Depakine Chrono Valproic Acid 145.14mg | Prolonged-Release Oral Use
Z.0.0. Tablet, Sodium Tablet
Valproate 333.3mg
Tablet
Poland Sanofi-Aventis Sp Depakine Chrono Valproic Acid 87mg Prolonged-Release Oral Use
Z.0.0. Tablet, Sodium Tablet
Valproate 199.8mg
Tablet
Poland Sanofi-Aventis Sp Depakine Chronosphere | Valproic Acid 145.14mg | Modified-Release Oral Use
Z.0.0. Sachet, Sodium Granules
Valproate 333.3mg
Sachet
Poland Sanofi-Aventis Sp Depakine Chronosphere | Valproic Acid 217.75mg | Modified-Release Oral Use
Z.0.0. Sachet, Sodium Granules
Valproate 500.06mg
Sachet
Poland Sanofi-Aventis Sp Depakine Chronosphere | Valproic Acid 29.03mg Modified-Release Oral Use
Z.0.0. Sachet, Sodium Granules
Valproate 66.66mg
Sachet
Poland Sanofi-Aventis Sp Depakine Chronosphere | Valproic Acid 290.27mg | Modified-Release Oral Use
Z.0.0. Sachet, Sodium Granules
Valproate 666.6mg
Sachet
Poland Sanofi-Aventis Sp Depakine Chronosphere | Valproic Acid 72.61mg Modified-Release Oral Use
Z.0.0. Sachet, Sodium Granules
Valproate 166.76mg
Sachet
Poland Pharmaswiss Ceska Dipromal Valproate Magnesium Film-Coated Tablet Oral Use
Republika S.R.O. 200mg Tablet
Poland Sandoz Gmbh Valprolek Sodium Valproate Prolonged-Release Oral Use
300mg Tablet Tablet
Poland Sandoz Gmbh Valprolek Sodium Valproate Prolonged-Release Oral Use
500mg Tablet Tablet
Portugal Generis Farmacéutica, acido Valproico Generis | Valproic Acid 400mg/4 Powder And Solvent For | Intravenous Use

S.A.

Ml

Solution For Injection
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Portugal Generis Farmacéutica, acido Valproico Generis | Valproic Acid 145mg Prolonged-Release Oral Use
S.A. Tablet, Sodium Tablet
Valproate 333mg Tablet
Portugal Generis Farmacéutica, acido Valproico Generis | Valproic Acid 87mg Prolonged-Release Oral Use
S.A. Tablet, Sodium Tablet
Valproate 199.8mg
Tablet
Portugal Sandoz Farmacéutica acido Valpréico Sandoz Sodium Valproate Prolonged-Release Oral Use
Lda. 300mg Tablet Tablet
Portugal Sandoz Farmacéutica acido Valproéico Sandoz Sodium Valproate Prolonged-Release Oral Use
Lda. 500mg Tablet Tablet
Portugal Sanofi - Produtos Depakine Sodium Valproate Powder And Solvent For | Intravenous Use
Farmaceuticos Lda 400mg/MI Solution For Injection
Portugal Sanofi - Produtos Depakine Sodium Valproate Oral Solution Oral Use
Farmaceuticos Lda 200mg/Ml
Portugal Sanofi - Produtos Depakine Sodium Valproate Syrup Oral Use
Farmaceuticos Lda 40mg/MI
Portugal Sanofi - Produtos Depakine Chrono Valproic Acid 87mg Prolonged-Release Oral Use
Farmaceuticos Lda Tablet, Sodium Tablet
Valproate 200mg Tablet
Portugal Sanofi - Produtos Depakine Chrono 300 Valproic Acid 87mg Prolonged-Release Oral Use
Farmaceuticos Lda Tablet, Sodium Tablet
Valproate 199.8mg
Tablet
Portugal Sanofi - Produtos Depakine Chrono 300 Valproic Acid 87mg Prolonged-Release Oral Use
Farmaceuticos Lda Tablet, Sodium Tablet
Valproate 200mg Tablet
Portugal Sanofi - Produtos Depakine Chrono 500 Valproic Acid 145.14mg | Prolonged-Release Oral Use
Farmaceuticos Lda Tablet, Sodium Tablet
Valproate 333.3mg
Tablet
Portugal Sanofi - Produtos Depakine Chronosphere | Valproic Acid 14.51mg Modified-Release Oral Use

Farmaceuticos Lda

Sachet, Sodium
Valproate 33.33mg
Sachet

Granules
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Portugal Sanofi - Produtos Depakine Chronosphere | Valproic Acid 145.14mg | Modified-Release Oral Use
Farmaceuticos Lda Sachet, Sodium Granules
Valproate 333.3mg
Sachet
Portugal Sanofi - Produtos Depakine Chronosphere | Valproic Acid 217.75mg | Modified-Release Oral Use
Farmaceuticos Lda Sachet, Sodium Granules
Valproate 500.06mg
Sachet
Portugal Sanofi - Produtos Depakine Chronosphere | Valproic Acid 29.03mg Modified-Release Oral Use
Farmaceuticos Lda Sachet, Sodium Granules
Valproate 66.66mg
Sachet
Portugal Sanofi - Produtos Depakine Chronosphere | Valproic Acid 290.27mg | Modified-Release Oral Use
Farmaceuticos Lda Sachet, Sodium Granules
Valproate 666.6mg
Sachet
Portugal Sanofi - Produtos Depakine Chronosphere | Valproic Acid 72.61mg Modified-Release Oral Use
Farmaceuticos Lda Sachet, Sodium Granules
Valproate 166.76mg
Sachet
Portugal Tecnifar, Indlstria Diplexil Sodium Valproate Solution For Injection Intravenous Use
Técnica Farmacéutica, 100mg/MI
Sa
Portugal Tecnifar, Indlstria Diplexil Sodium Valproate Coated Tablet Oral Use
Técnica Farmacéutica, 200mg Tablet
Sa
Portugal Tecnifar, Indlstria Diplexil Sodium Valproate Gastro-Resistant Tablet | Oral Use
Técnica Farmacéutica, 500mg Tablet
Sa
Portugal Tecnifar, Inddstria Diplexil Sodium Valproate Oral Solution Oral Use
Técnica Farmacéutica, 200mg/Ml
Sa
Portugal Tecnifar, Inddstria Diplexil Sodium Valproate Prolonged-Release Oral Use
Técnica Farmacéutica, 150mg Capsule Capsule
Sa
Portugal Tecnifar, Indlstria Diplexil Sodium Valproate Prolonged-Release Oral Use

Técnica Farmacéutica,
Sa

300mg Capsule

Capsule
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Portugal Tecnifar, Indlstria Diplexil Sodium Valproate Prolonged-Release Oral Use
Técnica Farmacéutica, 1000mg Sachet Granules
Sa
Portugal Tecnifar, Indlstria Diplexil Sodium Valproate Prolonged-Release Oral Use
Técnica Farmacéutica, 500mg Sachet Granules
Sa
Portugal Tecnifar, Indlstria Diplexil-R Valproate Semisodium Gastro-Resistant Tablet | Oral Use
Técnica Farmacéutica, 269.1mg Tablet
Sa
Portugal Tecnifar, Inddstria Diplexil-R Valproate Semisodium Gastro-Resistant Tablet | Oral Use
Técnica Farmacéutica, 538.2mg Tablet
Sa
Portugal Ratiopharm-Comercio E | Valproic Acid-Valproic Valproic Acid 145mg Prolonged-Release Oral Use
Industria De Produtos Acid Sodium Salt Tablet, Sodium Tablet
Farmaceuticos Lda Ratiopharm Valproate 333mg Tablet
Portugal Ratiopharm-Comercio E | Valproic Acid-Valproic Valproic Acid 87mg Prolonged-Release Oral Use
Industria De Produtos Acid Sodium Salt Tablet, Sodium Tablet
Farmaceuticos Lda Ratiopharm Valproate 200mg Tablet
Romania Lannacher Heilmittel Convulex Valproic Acid 150mg Gastro-Resistant Oral Use
Ges.M.B.H., Capsule Capsule, Soft
Romania Lannacher Heilmittel Convulex Valproic Acid 300mg Gastro-Resistant Oral Use
Ges.M.B.H., Capsule Capsule, Soft
Romania Lannacher Heilmittel Convulex Valproic Acid 500mg Gastro-Resistant Oral Use
Ges.M.B.H., Capsule Capsule, Soft
Romania Sanofi-Aventis France Depakine Sodium Valproate Gastro-Resistant Tablet | Oral Use
200mg Tablet
Romania Sanofi-Aventis France Depakine Sodium Valproate Syrup Oral Use
57.64mg/Mi
Romania Sanofi-Aventis France Depakine Chrono Valproic Acid 145.14mg | Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 333.3mg
Tablet
Romania Sanofi-Aventis France Depakine Chrono Valproic Acid 87mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 199.8mg
Tablet
Romania Desitin Arzneimittel Orfiril Sodium Valproate Oral Solution Oral Use

Gmbh

300mg/5 MI
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Romania Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 150mg Capsule Capsule, Hard
Romania Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 300mg Capsule Capsule, Hard
Romania Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 1000mg Sachet Granules In Sachet
Romania Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 500mg Sachet Granules In Sachet
Romania Arena Group S.A Valepil Sodium Valproate Syrup Oral Use
200mg/5 M
Slovakia G.L. Pharma Gmbh Convulex Valproic Acid 150mg Gastro-Resistant Oral Use
Capsule Capsule, Soft
Slovakia G.L. Pharma Gmbh Convulex Valproic Acid 300mg Gastro-Resistant Oral Use
Capsule Capsule, Soft
Slovakia G.L. Pharma Gmbh Convulex Valproic Acid 500mg Gastro-Resistant Oral Use
Capsule Capsule, Soft
Slovakia G.L. Pharma Gmbh Convulex Sodium Valproate Oral Solution Oral Use
300mg/Mi
Slovakia G.L. Pharma Gmbh Convulex Sodium Valproate Syrup Oral Use
50mg/MlI
Slovakia G.L. Pharma Gmbh Convulex Cr Sodium Valproate Prolonged-Release Oral Use
500mg Tablet Tablet
Slovakia Sanofi-Aventis Slovakia | Depakine Sodium Valproate Powder And Solvent For | Intravenous Use
Sro 400mg/MI Solution For Injection
Slovakia Sanofi-Aventis Slovakia | Depakine Sodium Valproate Syrup Oral Use
Sro 57.64mg/Mi
Slovakia Sanofi-Aventis Slovakia | Depakine Chrono Valproic Acid 145.14mg | Modified-Release Tablet | Oral Use
Sro Tablet, Sodium
Valproate 333.3mg
Tablet
Slovakia Desitin Arzneimittel Orfiril Sodium Valproate Solution For Injection Intravenous Use
Gmbh 100mg/MI
Slovakia Desitin Arzneimittel Orfiril Sodium Valproate Gastro-Resistant Tablet | Oral Use
Gmbh 150mg Tablet
Slovakia Desitin Arzneimittel Orfiril Sodium Valproate Gastro-Resistant Tablet | Oral Use
Gmbh 300mg Tablet
Slovakia Desitin Arzneimittel Orfiril Sodium Valproate Gastro-Resistant Tablet | Oral Use

Gmbh

600mg Tablet
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Slovakia Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 150mg Capsule Capsule
Slovakia Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 300mg Capsule Capsule
Slovakia Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 1000mg Tablet Tablet
Slovakia Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 500mg Tablet Tablet
Slovakia Ratiopharm Gmbh Valpro Valproic Acid 145mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 333mg Tablet
Slovakia Sandoz Pharmaceuticals | Valproat Chrono Sandoz | Sodium Valproate Prolonged-Release Oral Use
D.D. 300mg Tablet Tablet
Slovakia Sandoz Pharmaceuticals | Valproat Chrono Sandoz | Sodium Valproate Prolonged-Release Oral Use
D.D. 500mg Tablet Tablet
Slovenia Sanofi-Aventis D.O.O. Depakine Chrono Valproic Acid 145.14mg | Modified-Release Tablet | Oral Use
Tablet, Sodium
Valproate 333.3mg
Tablet
Slovenia Sanofi-Aventis D.0.O. Depakine Chrono Valproic Acid 87mg Modified-Release Tablet | Oral Use
Tablet, Sodium
Valproate 199.8mg
Tablet
Spain G.E.S. Genéricos acido Valproico G.E.S Sodium Valproate Powder And Solvent For | Intravenous Use
Espafioles Laboratorio, 400mg Vial Solution For Injection
S.A.
Spain Sanofi-Aventis, S.A. Depakine Sodium Valproate Powder And Solvent For | Intravenous Use
400mg/MI Solution For Injection
Spain Sanofi-Aventis, S.A. Depakine Sodium Valproate Gastro-Resistant Tablet | Oral Use
200mg Tablet
Spain Sanofi-Aventis, S.A. Depakine Sodium Valproate Gastro-Resistant Tablet | Oral Use
500mg Tablet
Spain Sanofi-Aventis, S.A. Depakine Sodium Valproate Oral Solution Oral Use
200mg/Ml
Spain Sanofi-Aventis, S.A. Depakine Crono Valproic Acid 145.14mg | Modified-Release Tablet | Oral Use

Tablet, Sodium
Valproate 333.3mg
Tablet
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Spain Sanofi-Aventis, S.A. Depakine Crono Valproic Acid 87mg Modified-Release Tablet | Oral Use
Tablet, Sodium
Valproate 199.8mg
Tablet

Spain Sanofi-Aventis, S.A. Depakine Crono Valproic Acid 145mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 333mg Tablet

Spain Sanofi-Aventis, S.A. Depakine Crono Valproic Acid 87mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 200mg Tablet

Sweden Orion Corporation Absenor Sodium Valproate Gastro-Resistant Tablet | Oral Use
100mg Tablet

Sweden Orion Corporation Absenor Sodium Valproate Gastro-Resistant Tablet | Oral Use
300mg Tablet

Sweden Orion Corporation Absenor Sodium Valproate Gastro-Resistant Tablet | Oral Use
500mg Tablet

Sweden Orion Corporation Absenor Sodium Valproate Oral Drops, Solution Oral Use
200mg/Ml

Sweden Orion Corporation Absenor Sodium Valproate Oral Solution Oral Use
60mg/Ml

Sweden Orion Corporation Absenor Depot Sodium Valproate Prolonged-Release Oral Use
300mg Tablet Tablet

Sweden Orion Corporation Absenor Depot Sodium Valproate Prolonged-Release Oral Use
500mg Tablet Tablet

Sweden Sanofi Ab Ergenyl Sodium Valproate Powder And Solvent For | Intravenous Use
400mg/MI Solution For Injection

Sweden Sanofi Ab Ergenyl Sodium Valproate Gastro-Resistant Tablet | Oral Use
100mg Tablet

Sweden Sanofi Ab Ergenyl Sodium Valproate Gastro-Resistant Tablet | Oral Use
300mg Tablet

Sweden Sanofi Ab Ergenyl Sodium Valproate Gastro-Resistant Tablet | Oral Use
500mg Tablet

Sweden Sanofi Ab Ergenyl Sodium Valproate Oral Drops, Solution Oral Use
200mg/Ml

Sweden Sanofi Ab Ergenyl Sodium Valproate Oral Solution Oral Use
60mg/Mi
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Sweden Sanofi Ab Ergenyl Retard Valproic Acid 145.14mg | Modified-Release Oral Use
Sachet, Sodium Granules
Valproate 333.3mg
Sachet
Sweden Sanofi Ab Ergenyl Retard Valproic Acid 29.03mg Modified-Release Oral Use
Sachet, Sodium Granules
Valproate 66.66mg
Sachet
Sweden Sanofi Ab Ergenyl Retard Valproic Acid 72.61mg Modified-Release Oral Use
Sachet, Sodium Granules
Valproate 166.76mg
Sachet
Sweden Sanofi Ab Ergenyl Retard Valproic Acid 145.14mg | Modified-Release Tablet | Oral Use
Tablet, Sodium
Valproate 333.3mg
Tablet
Sweden Sanofi Ab Ergenyl Retard Valproic Acid 87mg Modified-Release Tablet | Oral Use
Tablet, Sodium
Valproate 199.8mg
Tablet
Sweden Desitin Arzneimittel Orfiril Sodium Valproate Gastro-Resistant Tablet | Oral Use
Gmbh 150mg Tablet
Sweden Desitin Arzneimittel Orfiril Sodium Valproate Gastro-Resistant Tablet | Oral Use
Gmbh 300mg Tablet
Sweden Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 150mg Capsule Capsule, Hard
Sweden Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 300mg Capsule Capsule, Hard
Sweden Desitin Arzneimittel Orfiril Long Sodium Valproate Prolonged-Release Oral Use
Gmbh 500mg Container Granules
United Kingdom G.L. Pharma Gmbh Convulex Valproic Acid 150mg Gastro-Resistant Oral Use
Capsule Capsule, Soft
United Kingdom G.L. Pharma Gmbh Convulex Valproic Acid 300mg Gastro-Resistant Oral Use
Capsule Capsule, Soft
United Kingdom G.L. Pharma Gmbh Convulex Valproic Acid 500mg Gastro-Resistant Oral Use
Capsule Capsule, Soft
United Kingdom Aventis Pharma Ltd Depakote Valproate Semisodium Gastro-Resistant Tablet | Oral Use

269.1mg Tablet
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United Kingdom Aventis Pharma Ltd Depakote Valproate Semisodium Gastro-Resistant Tablet | Oral Use
538.2mg Tablet

United Kingdom Aventis Pharma Ltd Epilim Sodium Valproate Powder And Solvent For | Intravenous Use
400mg/MI Solution For Injection

United Kingdom Aventis Pharma Ltd Epilim Sodium Valproate Gastro-Resistant Tablet | Oral Use
200mg Tablet

United Kingdom Aventis Pharma Ltd Epilim Sodium Valproate Gastro-Resistant Tablet | Oral Use
500mg Tablet

United Kingdom Aventis Pharma Ltd Epilim Sodium Valproate Oral Solution Oral Use
40mg/Ml

United Kingdom Aventis Pharma Ltd Epilim Sodium Valproate Syrup Oral Use
40mg/MI

United Kingdom Aventis Pharma Ltd Epilim Sodium Valproate Tablet Oral Use
100mg Tablet

United Kingdom Aventis Pharma Ltd Epilim Chrono Valproic Acid 145.14mg | Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 333.3mg
Tablet

United Kingdom Aventis Pharma Ltd Epilim Chrono Valproic Acid 58mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 133.2mg
Tablet

United Kingdom Aventis Pharma Ltd Epilim Chrono Valproic Acid 87mg Prolonged-Release Oral Use
Tablet, Sodium Tablet
Valproate 199.8mg
Tablet

United Kingdom Aventis Pharma Ltd Epilim Chronosphere Valproic Acid 14.51mg Modified-Release Oral Use
Sachet, Sodium Granules
Valproate 33.33mg
Sachet

United Kingdom Aventis Pharma Ltd Epilim Chronosphere Valproic Acid 145.14mg | Modified-Release Oral Use
Sachet, Sodium Granules
Valproate 333.3mg
Sachet

United Kingdom Aventis Pharma Ltd Epilim Chronosphere Valproic Acid 217.75mg | Modified-Release Oral Use

Sachet, Sodium
Valproate 500.06mg
Sachet

Granules
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United Kingdom Aventis Pharma Ltd Epilim Chronosphere Valproic Acid 29.03mg Modified-Release Oral Use
Sachet, Sodium Granules
Valproate 66.66mg
Sachet
United Kingdom Aventis Pharma Ltd Epilim Chronosphere Valproic Acid 290.27mg | Modified-Release Oral Use
Sachet, Sodium Granules
Valproate 666.6mg
Sachet
United Kingdom Aventis Pharma Ltd Epilim Chronosphere Valproic Acid 72.61mg Modified-Release Oral Use

Sachet, Sodium
Valproate 166.76mg
Sachet

Granules

United Kingdom Desitin Arzneimittel Episenta Sodium Valproate Solution For Injection Intravenous Use
Gmbh 100mg/MI

United Kingdom Desitin Arzneimittel Episenta Sodium Valproate Prolonged-Release Oral Use
Gmbh 150mg Capsule Capsule, Hard

United Kingdom Desitin Arzneimittel Episenta Sodium Valproate Prolonged-Release Oral Use
Gmbh 300mg Capsule Capsule, Hard

United Kingdom Desitin Arzneimittel Episenta Sodium Valproate Prolonged-Release Oral Use
Gmbh 1000mg Sachet Granules

United Kingdom Desitin Arzneimittel Episenta Sodium Valproate Prolonged-Release Oral Use
Gmbh 500mg Sachet Granules

United Kingdom G.L. Pharma Gmbh Epival Cr Sodium Valproate Prolonged-Release Oral Use

300mg Tablet Tablet
United Kingdom G.L. Pharma Gmbh Epival Cr Sodium Valproate Prolonged-Release Oral Use
500mg Tablet Tablet

United Kingdom Norton Healthcare Ltd Kentlim Opd Sodium Valproate Bp Oral Solution Oral Use
T/A lvax 200mg
Pharmaceuticals Uk

United Kingdom Winthrop Sodium Valproate Sodium Valproate Oral Solution Oral Use
Pharmaceuticals Uk Ltd 40mg/Ml

United Kingdom Norton Healthcare Ltd Sodium Valproate Ivax Sodium Valproate Oral Solution Oral Use
T/A lvax 200mg/5 M

Pharmaceuticals Uk

United Kingdom

Noridem Enterprises Ltd

Sodium Valproate
Noridem Enterprises

Sodium Valproate
400mg Vial

Powder And Solvent For
Solution For
Injection/Infusion

Intravenous Use

List of medicines affected by the referral procedure

EMA/169100/2017

Page 38/39




Member State in EEA Marketing Product name INN and Strength Pharmaceutical form Route of
Authorisation holder Administration
United Kingdom Teva Uk Limited Sodium Valproate Teva | Sodium Valproate Gastro-Resistant Tablet | Oral Use
200mg Tablet
United Kingdom Teva Uk Limited Sodium Valproate Teva | Sodium Valproate Gastro-Resistant Tablet | Oral Use
500mg Tablet
United Kingdom Winthrop Sodium Valproate Sodium Valproate Gastro-Resistant Tablet | Oral Use
Pharmaceuticals Uk Ltd | Winthrop 200mg Tablet
United Kingdom Winthrop Sodium Valproate Sodium Valproate Gastro-Resistant Tablet | Oral Use
Pharmaceuticals Uk Ltd | Winthrop 500mg Tablet
United Kingdom Wockhardt Uk Ltd Sodium Valproate Sodium Valproate Solution For Intravenous Use
Wockhardt 100mg/MI Injection/Infusion
United Kingdom Wockhardt Uk Ltd Sodium Valproate Sodium Valproate Gastro-Resistant Tablet | Oral Use
Wockhardt 200mg
United Kingdom Wockhardt Uk Ltd Sodium Valproate Sodium Valproate Gastro-Resistant Tablet | Oral Use
Wockhardt 200mg Tablet
United Kingdom Wockhardt Uk Ltd Sodium Valproate Sodium Valproate Gastro-Resistant Tablet | Oral Use
Wockhardt 500mg Tablet
United Kingdom Wockhardt Uk Ltd Sodium Valproate Sodium Valproate Oral Solution Oral Use
Wockhardt 200mg/5 Ml
United Kingdom Wockhardt Uk Ltd Sodium Valproate Sodium Valproate Gastro-Resistant Tablet | Oral Use
Wockhardt Uk 500mg
United Kingdom Norton Healthcare Ltd Valpal Sodium Valproate Oral Solution Oral Use

T/A lvax
Pharmaceuticals Uk

200mg/5 M
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