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Patient Health Protection

For the UK, as from 1st January 2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI

List of Retinoid-containing medicinal products and related substances (acitretin, alitretinoin and isotretinoin) in the European Union

Name of the product Internation roprietary Name (INN) + Strength Marketing Authorisation Holder
Keracutan Acitretin 10mg Capsule Pelpharma Handels Gmbh
Neotigason Acitretin 10mg Capsule Actavis Group Ptc Ehf.

Keracutan Acitretin 25mg Capsule Pelpharma Handels Gmbh
Neotigason Acitretin 25mg Capsule Actavis Group Ptc Ehf.

Toctino Alitretinoin 10mg Capsule Glaxosmithkline Pharma Gmbh.
Toctino Alitretinoin 30mg Capsule Glaxosmithkline Pharma Gmbh.
Ciscutan Isotretinoin 10mg Capsule Pelpharma Handels Gmbh
Isotretinoin Ratiopharm Isotretinoin 10mg Capsule Ratiopharm Arzneimittel Vertriebs- Gmbh
Ciscutan Isotretinoin 20mg Capsule Pelpharma Handels Gmbh
Isotretinoin Ratiopharm Isotretinoin 20mg Capsule Ratiopharm Arzneimittel Vertriebs- Gmbh
Ciscutan Isotretinoin 30mg Capsule Pelpharma Handels Gmbh
Ciscutan Isotretinoin 40mg Capsule Pelpharma Handels Gmbh
Ciscutan Isotretinoin Smg Capsule Pelpharma Handels Gmbh
Neotigason Acitretin 10mg Piece Aurobindo Pharma B.V.
Neotigason Acitretin 25mg Piece Aurobindo Pharma B.V.

Tsocural Isotretinoin 10mg Capsule Pierre Fabre Benelux
Isotretinoine Eg Isotretinoin 10mg Capsule Eurogenerics Sa

Isotrétinoine Eg Isotretinoin 10mg Capsule Eurogenerics Sa

Roaccutane Isotretinoin 10mg Capsule N.V. Roche S.A.

Tsosupra Lidose Isotretinoin 16mg Capsule Laboratoires Smb S.A.

Isocural Isotretinoin 20mg Capsule Pierre Fabre Benelux
Isotretinoine Eg Isotretinoin 20mg Capsule Eurogenerics Sa

Roaccutane Isotretinoin 20mg Capsule N.V. Roche S.A.

Tsocural Isotretinoin 40mg Capsule Pierre Fabre Benelux

Tsocural Tsotretinoin 5mg Capsule Pierre Fabre Benelux

Tsosupra Lidose Isotretinoin 8mg Capsule Laboratoires Smb S.A.
HeoTUrasoH Acitretin 10mg Capsule Actavis Group Ptc Ehf.
HeoTUrasoH Acitretin 25mg Capsule Actavis Group Ptc Ehf.

TOKTUHO Alitretinoin 10mg Capsule Glaxosmithkline Eood

ToKTUHO Alitretinoin 30mg Capsule Glaxosmithkline Eood

Roaccutane Isotretinoin 20mg Capsule Roche Bulgaria Eood

Neotigason Acitretin 10mg Capsule Actavis Group Ptc Ehf.

Neotigason Acitretin 25mg Capsule Actavis Group Ptc Ehf.
Roaccutane Isotretinoin 10mg Capsule Roche D.0.0.

Neotigason Acitretin 10mg Capsule Actavis Group Ptc Ehf.

Neotigason Acitretin 25mg Capsule Actavis Group Ptc Ehf.

Isotroin Isotretinoin 10mg Capsule Tasis Pharma

Rotren Isotretinoin 10mg Capsule Sapiens Pharmaceuticals Ltd
Isotroin Isotretinoin 20mg Capsule Tasis Pharma

Rotren Isotretinoin 20mg Capsule Sapiens Pharmaceuticals Ltd
Isotroin Isotretinoin 40mg Capsule Tasis Pharma

Neotigason Acitretin 10mg Capsule Actavis-Group-PtcEhf-Teva BV
Neotigason Acitretin 25mg Capsule Actavis-Group-PtcEhf-Teva B.V
Aknenormin Isotretinoin 10mg Capsule Almirall Hermal Gmbh

Curacné Isotretinoin 10mg Capsule Pierre-Fabre-Dermatotogie-PIERRE FABRE MEDICAMENT

Classified as internal/staff contractors by the European Medicines Agency

Country where product is authorised
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Austria

Austria
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Belgium

Bulgaria

Bulgaria

Bulgaria
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Croatia
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Isotretinoin Belupo

Aknenormin

Asotiorga

Curacné

Tsotretinoin Belupo

Curacné

Neotigason

Neotigason

Toctino

Toctino

Accutin

Acnenor

Isomacne

Isotretinoin Actavis

Isotretinoin Orifarm

Isotretinoin Orion

Isotretinoin Ratiopharm

Pharmiso

Accutin

Acnenor

Isomacne

Isotretinoin Actavis

Isotretinoin Orifarm

Isotretinoin Orion

Isotretinoin Ratiopharm

Pharmiso

Isotretinoin Actavis

Neotigason

Roaccutane

Roaccutane

Alitretinoin Orifarm

Alitretinoin Orifarm

Acitretin Orifarm

Neotigason

Neotigason

Toctino

Toctino

Isotretinoin Actavis

Isotretinoin Actavis

Isotretinoin Orifarm

Isotretinoin Orion

Isotretinoin Sanoswiss

Soriatane

Soriatane

Toctino

Toctino

Acnetrs

Contracne

Curacné

Procuta

Acnetrait

Contracne

Isotretinoin 10mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 40mg Capsule

Acitretin 10mg Capsule

Acitretin 25mg Capsule

Alitretinoin 10mg Capsule

Alitretinoin 30mg Capsule

Tsotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Tsotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Tsotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 40mg Capsule

Acitretin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 20mg Capsule

Alitretinoin 10 mg capsule

Alitretinoin 30 mg capsule

Acitretin hard capsules 10 mg, 25 mg

Acitretin 10mg Capsule

Acitretin 25mg Capsule

Alitretinoin 10mg Capsule

Alitretinoin 30mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Acitretin 10mg Capsule

Acitretin 25mg Capsule

Alitretinoin 10mg Capsule

Alitretinoin 30mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Classified as internal

actors by

Belupo, s.r.0.

Almirall Hermal Gmbh

Laboratoires Bailleul S.A.

Pierre-Fabre-Dermatotogie PIERRE FABRE MEDICAMENT

Belupo, s.r.0.

Pierre-Fabre-Dermatotogie PIERRE FABRE MEDICAMENT

Actavis Group Ptc Ehf.

Actavis Group Ptc ENf.

Stiefel Laboratories (Ireland) Ltd

Stiefel Laboratories (Ireland) Ltd

Sandoz A/S

Actavis Group Ptc ENf.

Actavis Group Ptc Ehf.

Actavis Group Ptc ENf.

Orifarm Generics A/S

Pharmathen S.A.

Ratiopharm Gmbh

Hexal Ag

Sandoz A/S

Actavis Group Ptc Ehf.

Actavis Group Ptc Ehf.

Actavis Group Ptc Ehf.

Orifarm Generics A/S

Pharmathen S.A.

Ratiopharm Gmbh

Hexal Ag

Actavis Group Ptc Ehf.

Actavis Group Ptc Ehf.

Roche Eesti O

Roche Eesti Oii

Orifarm Generics A/S

Orifarm Generics A/S

Orifarm Generics A/S

Actavis Group Ptc Ehf.

Actavis Group Ptc Ehf.

Glaxosmithkline Oy

Glaxosmithkline Oy

Actavis Group Ptc Ehf.

Actavis Group Ptc Ehf.

Orifarm Generics A/S

Pharmathen S.A.

Sanoswiss UAB

Arrow Generiques

Arrow Generiques

Stiefel Laboratories (Ireland) Ltd

Stiefel Laboratories (Ireland) Ltd

Arrow Generiques

Laboratoires Bailleul Sa

Pierre Fabre Dermatologie

Laboratoires Expanscience

Arrow Generiques

Laboratoires Bailleul Sa

the European Medicines Agency

Czech Republic

Czech Republic

Czech Republic

Czech Republic

Czech Republic

Czech Republic

Denmark

Denmark

Denmark

Denmark

Denmark

Denmark

Denmark

Denmark

Denmark

Denmark

Denmark

Denmark

Denmark

Denmark

Denmark

Denmark

Denmark

Denmark

Denmark

Denmark

Denmark

Estonia

Estonia

Estonia

Finland

Finland

Finland

Finland

Finland

Finland

Finland

Finland

Finland

Finland

Finland

Finland

France

France

France

France

France

France

France

France

France

France



Curacné

Procuta

Acnetrait

Contracne

Curacné

Procuta

Acnetrait

Contracne

Curacné

Procuta

Acicutan

Neotigason

Acicutan

Neotigason

Toctino

Toctino

Aknenormin

Isoderm

Tsogalen

Isotret

Isotretinoin Puren

Isotretinoin Ratiopharm

Aknenormin

Isoderm

Tsogalen

Isotret

Isotretinoin Puren

Isotretinoin Ratiopharm

Neotigason

Neotigason

Cehado

Cehado

Accuran

Acnogen

A-Cnotren

Isotroin

Reducar

Rocne

Tretin

Accuran

Acnogen

A-Cnotren

Isotroin

Reducar

Rocne

Tretin

Isotroin

Neotigason

Neotigason

Aknenormin

Inerta

Isotretinoin Teva

Tsotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Tsotretinoin 40mg Capsule

Isotretinoin 40mg Capsule

Tsotretinoin 40mg Capsule

Isotretinoin 40mg Capsule

Isotretinoin 5mg Capsule

Isotretinoin 5mg Capsule

Isotretinoin 5mg Capsule

Isotretinoin 5mg Capsule

Acitretin 10mg Capsule

Acitretin 10mg Capsule

Acitretin 25mg Capsule

Acitretin 25mg Capsule

Alitretinoin 10mg Capsule

Alitretinoin 30mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Acitretin 10mg Capsule

Acitretin 25mg Capsule

Alitretinoin 10mg Capsule

Alitretinoin 30mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 40mg Capsule

Acitretin 10mg

Acitretin 25mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Pierre Fabre Dermatologie

Laboratoires Expanscience

Arrow Generiques

Laboratoires Bailleul Sa

Pierre Fabre Dermatologie

Laboratoires Expanscience

Arrow Generiques

Laboratoires Bailleul Sa

Pierre Fabre Dermatologie

Laboratoires Expanscience

Dermapharm Ag

Puren Pharma Gmbh & Co. Kg

Dermapharm Ag

Puren Pharma Gmbh & Co. Kg

Glaxosmithkline Gmbh & Co. Kg

Glaxosmithkline Gmbh & Co. Kg

Almirall Hermal Gmbh

Dermapharm Ag

Galenpharma Gmbh

Hexal Ag

Puren Pharma Gmbh & Co. Kg

Ratiopharm Gmbh

Almirall Hermal Gmbh

Dermapharm Ag

Galenpharma Gmbh

Hexal Ag

Puren Pharma Gmbh & Co. Kg

Ratiopharm Gmbh

Actavis Group Ptc Ehf.

Actavis Group Ptc Ehf.

Glaxosmithkline Aebe

Glaxosmithkline Aebe

Nexus Medicals S.A.

Genepharm S.A.

Pharmathen Hellas S.A.

Iasis Pharma

Gap S.A.

Pharmathen S.A.

Target Pharma Single Member Private Ltd

Nexus Medicals S.A.

Genepharm S.A.

Pharmathen Hellas S.A.

Tasis Pharma

Gap S.A.

Pharmathen S.A.

Target Pharma Single Member Private Ltd

Tasis Pharma

Actavis Group Ptc Ehf.

Actavis Group Ptc Ehf.

Almirall Hermal Gmbh

Actavis Group Ptc Ehf.

Teva Magyarorszag Zrt

the European Medicines Agency

France

France

France

France

France

France

France

France

France

France

Germany

Germany

Germany

Germany

Germany

Germany

Germany

Germany

Germany

Germany

Germany

Germany

Germany

Germany

Germany

Germany

Germany

Germany

Greece

Greece

Greece

Greece

Greece

Greece

Greece

Greece

Greece

Greece

Greece

Greece

Greece

Greece

Greece

Greece

Greece

Greece

Greece

Hungary

Hungary

Hungary

Hungary

Hungary



Roaccutan

Sotret

Aknenormin

Inerta

Isotretinoin Teva

Roaccutan

Sotret

Neotigason

Neotigason

Toctino

Toctino

Decutan

Decutan

Isotretinoin Ratiopharm

Isotretinoin Actavis

Isotretinoin Actavis

Neotigason

Neotigason

Roaccutane

Roaccutane

Neotigason

Zorias

Neotigason

Zorias

Toctino

Toctino

Aisoskin

Isdiben

Isoriac

Isotretinoina Difa Cooper

Aisoskin

Isdiben

Isoriac

Isotretinoina Difa Cooper

Isdiben

Isotretinoina Difa

Isdiben

Neotigason

Roaccutane

Roaccutane

Neotigason

Roaccutane

Roaccutane

Curacné Gé

Isotretinoine Eq

Roaccutane

Curacné Gé

Isotretinoine Eg

Roaccutane

Curacné

Curacné Gé

Neotigason

Tsotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Tsotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Tsotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Tsotretinoin 20mg Capsule

Acitretin 10mg Capsule

Acitretin 25mg Capsule

Alitretinoin 10mg Capsule

Alitretinoin 30mg Capsule

Isotretinoin 10mg Capsule

Tsotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Tsotretinoin 40mg Capsule

Isotretinoin 5mg Capsule

Acitretin 10mg Capsule

Acitretin 25mg Capsule

Tsotretinoin 10mg Capsule

Isotretinoin 20mg Capsule

Acitretin 10mg Capsule

Acitretin 10mg Capsule

Acitretin 25mg Capsule

Acitretin 25mg Capsule

Alitretinoin 10mg Capsule

Alitretinoin 30mg Capsule

Tsotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 40mg Capsule

Isotretinoin 40mg Capsule

Isotretinoin 5mg Capsule

Acitretin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 20mg Capsule

Acitretin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 40mg Capsule

Isotretinoin 5mg Capsule

Acitretin 10mg Capsule

Roche (Magyarorszag) Kft

S.C. Terapia S.A.

Almirall Hermal Gmbh

Actavis Group Ptc Ehf.

Teva Magyarorszag Zrt

Roche (Magyarorszag) Kft

S.C. Terapia S.A.

Actavis Group Ptc Ehf.

Actavis Group Ptc Ehf.

Stiefel Laboratories (Ireland) Ltd

Stiefel Laboratories (Ireland) Ltd

Actavis Hf.

Actavis Hf.

Ratiopharm Gmbh

Actavis Group Ptc Ehf.

Actavis Group Ptc Ehf.

Actavis Group Ptc Ehf.

Actavis Group Ptc Ehf.

Roche Products Ltd

Roche Products Ltd

Aurobindo Pharma (Italia) S.R.L.

Difa Cooper S.P.A.

Aurobindo Pharma (Italia) S.R.L.

Difa Cooper S.P.A.

Stiefel Laboratories (Ireland) Ltd

Stiefel Laboratories (Ireland) Ltd

Fidia Farmaceutici S.P.A

Isdin S.R.L.

Pierre Fabre Italia S.P.A.

Difa Cooper S.P.A.

Fidia Farmaceutici S.P.A

Isdin S.R.L.

Pierre Fabre Italia S.P.A.

Difa Cooper S.P.A.

Isdin S.R.L.

Difa Cooper S.P.A.

Isdin S.R.L.

Actavis Group Ptc Ehf.

Roche Latvija Sia

Roche Latvija Sia

Actavis Group Ptc Ehf.

Uab "roche Lietuva"

Uab "roche Lietuva"

Pierre Fabre Dermatologie

Eurogenerics Sa

N.V. Roche S.A.

Pierre Fabre Dermatologie

Eurogenerics Sa

N.V. Roche S.A.

Pierre Fabre Dermatologie

Pierre Fabre Dermatologie

Actavis Group Ptc Ehf.

Classified as interna/sta

actors by the European Medicines Agency

Hungary

Hungary

Hungary

Hungary

Hungary

Hungary

Hungary

Iceland

Iceland

Iceland

Iceland

Iceland

Iceland

Iceland

Iceland

Iceland

Ireland

Ireland

Ireland

Ireland

Ttaly

Italy

Ttaly

Italy

Ttaly

Italy

Ttaly

Italy

Ttaly

Italy

Ttaly

Italy

Ttaly

Italy

Ttaly

Italy

Ttaly

Latvia

Latvia

Latvia

Lithuania

Lithuania

Lithuania

Luxembourg

Luxembourg

Luxembourg

Luxembourg

Luxembourg

Luxembourg

Luxembourg

Luxembourg

Malta



Neotigason

Toctino

Toctino

Decutan

Decutan

Acitretina Ifc

Acitretine Cf

Neotigason

Regioderm

Keraderm

Acitretina Ifc

Acitretine Cf

Neotigason

Regioderm

Keraderm

Toctino

Toctino

Isotretinoine Aurobindo

Tsotretinoine Mylan

Isotretinoine Pch

Isotretinoine Sandoz

Isotretinoine Aurobindo

Tsotretinoine Mylan

Isotretinoine Pch

Isotretinoine Sandoz

Acitretin Orifarm

Neotigason

Neotigason

Toctino

Toctino

Isotretinoin Orifarm

Isotretinoin Orifarm

Acitren

Neotigason

Acitren

Neotigason

Toctino

Toctino

Actaven

Aknenormin

Axotret

Curacne

Isoderm

Isotretinoin Generics [uk]

Izotek

Tretoskin

Actaven

Aknenormin

Axotret

Curacne

Isoderm

Isotretinoin Jenson

Acitretin 25mg Capsule

Alitretinoin 10mg Capsule

Alitretinoin 30mg Capsule

Isotretinoin 10mg Capsule

Tsotretinoin 20mg Capsule

Acitretin 10mg Capsule

Acitretin 10mg Capsule

Acitretin 10mg Capsule

Acitretin 10mg Capsule

Acitretin 10mg Capsule

Acitretin 25mg Capsule

Acitretin 25mg Capsule

Acitretin 25mg Capsule

Acitretin 25mg Capsule

Acitretin 25mg Capsule

Alitretinoin 10mg Capsule

Alitretinoin 30mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Acitretin hard capsules 10 mg, 25 mg

Acitretin 10mg Capsule

Acitretin 25mg Capsule

Alitretinoin 10mg Capsule

Alitretinoin 30mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 20mg Capsule

Acitretin 10mg Capsule

Acitretin 10mg Capsule

Acitretin 25mg Capsule

Acitretin 25mg Capsule

Alitretinoin 10mg Capsule

Alitretinoin 30mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Actavis Group Ptc Ehf.

Glaxosmithkline Uk Limited

Glaxosmithkline Uk Limited

Actavis Group H.

Actavis Group Hf.

Industrial Farmaceutica Cantabria, S.A.

Centrafarm B.V.

Aurobindo Pharma B.V.

Regiomedica Gmbh

Dermapharm Ag

Industrial Farmaceutica Cantabria, S.A.

Centrafarm B.V.

Aurobindo Pharma B.V.

Regiomedica Gmbh

Dermapharm Ag

Stiefel Laboratories (Ireland) Ltd

Stiefel Laboratories (Ireland) Ltd

Aurobindo Pharma B.V.

Mylan B.V.

Pharmachemie B.V

Sandoz B.V.

Aurobindo Pharma B.V.

Mylan B.V.

Pharmachemie B.V

Sandoz B.V.

Orifarm Generics A/S

Actavis Group Ptc Ehf.

Actavis Group Ptc Ehf.

Stiefel Laboratories (Ireland) Ltd

Stiefel Laboratories (Ireland) Ltd

Orifarm Generics A/S

Orifarm Generics A/S

Sun-Farm Sp. Z.0.0.

Actavis Group Ptc Ehf.

Sun-Farm Sp. Z.0.0.

Actavis Group Ptc Ehf.

Stiefel Laboratories (Ireland) Ltd

Stiefel Laboratories (Ireland) Ltd

Actavis Group Ptc Ehf.

Almirall Hermal Gmbh

Axxon Sp. Z 0.0.

Pierre Fabre Dermatologie

Sun-Farm Sp. Z.0.0.

Generics [uk] Limited

Pharmaswiss ¢eské Republika S.R.0.

Vitama S.A.

Acta

Group Ptc Ehf.

Almirall Hermal Gmbh

Axxon Sp. Z 0.0.

Pierre Fabre Dermatologie

Sun-Farm Sp. 2.0.0.

Generics [uk] Limited

the European Medicines Agency

Malta

Malta

Malta

Malta

Malta

Netherlands

Netherlands

Netherlands

Netherlands

Netherlands

Netherlands

Netherlands

Netherlands

Netherlands

Netherlands

Netherlands

Netherlands

Netherlands

Netherlands

Netherlands

Netherlands
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Izotek

Tretoskin

Curacne

Isotretinoin Jenson

Curacné

Isotretinoin Jenson

Neotigason

Neotigason

Foctino

Foctino

Isotretinoina Aurovitas

Isotretinoina-Generis

Isotretinoina Mer

Isotretinoina Orotrex

Isotretinoina Mer

Isotretinoina Orotrex

Neotigason

Roaccutane

Sotret

Sotret

Neotigason

Neotigason

Toctino

Toctino

Aknenormin

Isotretinoin Actavis

Roaccutane

Aknenormin

Isotretinoin Actavis

Roaccutane

Curacné

Neotigason

Neotigason

Toctino

Toctino

Roaccutane

Roaccutane

Neotigason

Neotigason

Toctino

Toctino

Acnemin

Dercutane

Flexresan

Isdiben

Isoacné

Mayesta

Acnemin

Tsotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Tsotretinoin 40mg Capsule

Isotretinoin 40mg Capsule

Tsotretinoin 5mg Capsule

Isotretinoin 5mg Capsule

Acitretin 10mg Capsule

Acitretin 25mg Capsule

stretinoin-36mg-E

Tsotretinoin 10mg Capsule

Tsotretinoin-16mg-€

Tsotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

.

£ imoin-20mg-€:

Tsotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Acitretin 10mg Capsule

Isotretinoin 10mg Capsule

Tsotretinoin 10mg Capsule

Isotretinoin 20mg Capsule

Acitretin 10mg Capsule

Acitretin 25mg Capsule

Alitretinoin 10mg Capsule

Alitretinoin 30mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 40mg Capsule

Acitretin 10mg Capsule

Acitretin 25mg Capsule

Alitretinoin 10mg Capsule

Alitretinoin 30mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 20mg Capsule

Acitretin 10mg Capsule

Acitretin 25mg Capsule

Alitretinoin 10mg Capsule

Alitretinoin 30mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 20mg Capsule

Classified as internal

actors b

he European Medicine:

Pharmaswiss ceska Republika S.R.0.

Vitama S.A.

Pierre Fabre Dermatologie

Generics [uk] Limited

Pierre Fabre Dermatologie

Generics [uk] Limited

Aurovitas Unipessoal, Lda.

Aurovitas Unipessoal, Lda.

Aurovitas Unipessoal, Lda.

‘GenerisFarmacéutica S-A:

Axone, Lda.

Laboratério Medinfar - Produtos Farmacéuticos, S.A.

Axone, Lda.

Laboratério Medinfar - Produtos Farmacéuticos, S.A.

Pfdc/-Portugat

Pfde/Portugal

Actavis Group Ptc Ehf.

Roche Romania Srl

Terapia S.A.

Terapia S.A.

Actavis Group Ptc Ehf.

Actavis Group Ptc Ehf.

Glaxosmithkline Slovakia S.R.0.

Glaxosmithkline Slovakia S.R.0.

Almirall Hermal Gmbh

Actavis Group Ptc Ehf.

Roche Slovensko S.R.0.

Almirall Hermal Gmbh

Actavis Group Ptc Ehf.

Roche Slovensko S.R.0.

Pierre Fabre Dermatologie

Actavis Group Ptc Ehf.

Actavis Group Ptc Ehf.

Glaxosmithkline D.0.0.

Glaxosmithkline D.0.0.

Roche Farmacevtska Druzba D.0.0.

Roche Farmacevtska Druzba D.0.0.

Aurovitas Spain,s.A.U.

Aurovitas Spain,s.A.U.

Stiefel Farma, S.A.

Stiefel Farma, S.A.

Laboratorios Vifias, S.A.

Industrial Farmaceutica Cantabria, S.A.

Especialidades Farmaceuticas Centrum, S.A

Isdin, S.A.

Pierre Fabre Iberica / Spain

Bama-Geve, S.L.U.

Laboratorios Vifias, S.A.
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Portugal
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Romania

Romania

Romania

Slovakia

Slovakia

Slovakia

Slovakia

Slovakia

Slovakia

Slovakia

Slovakia

Slovakia

Slovakia

Slovakia

Slovenia

Slovenia

Slovenia

Slovenia

Slovenia

Slovenia

Spain

Spain

Spain

Spain

Spain

Spain

Spain

Spain

Spain

Spain

Spain



Dercutane

Flexresan

Isdiben

Isoacné

Mayesta

Dercutane

Dercutane

Isdiben

Isoacné

Dercutane

Isoacné

Acitretin Orifarm

Neotigason

Neotigason

Isotretinoin Actavis

Isotretinoin Orifarm

Isotretinoin Actavis

Isotretinoin Orifarm

Neotigason

Neotigason

Toctino

Toctino

Isotretinoin Generics [uk]

Roaccutane

Isotretinoin Alliance Pharmaceuticals

Isotretinoin Ennogen Healthcare

Isotretinoin Generics [uk]

Rizuderm

Roaccutane

Isotretinoin Generics [uk]

Isotretinoin Ennogen Healthcare Limited

Isotretinoin Alliance Pharmaceuticals

Tsotretinoin Generics [uk]

Rizuderm

* This annex was previously amended on 24 May 2019.

Tsotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Tsotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Tsotretinoin 20mg Capsule

Isotretinoin 30mg Capsule

Tsotretinoin 40mg Capsule

Isotretinoin 40mg Capsule

Tsotretinoin 40mg Capsule

Isotretinoin 5mg Capsule

Isotretinoin 5mg Capsule

Acitretin hard capsules 10 mg, 25 mg

Acitretin 10mg Capsule

Acitretin 25mg Capsule

Tsotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Acitretin 10mg Capsule

Acitretin 25mg Capsule

Alitretinoin 10mg Capsule

Alitretinoin 30mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 10mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 20mg Capsule

Isotretinoin 40mg Capsule

Tsotretinoin 5mg

Isotretinoin 5mg Capsule

Tsotretinoin 5mg Capsule

Isotretinoin 5mg Capsule

Classified as internal

actors by

Industrial Farmaceutica Cantabria, S.A.

Especialidades Farmaceuticas Centrum, S.A

Isdin, S.A.

Pierre Fabre Iberica / Spain

Bama-Geve, S.L.U.

Industrial Farmaceutica Cantabria, S.A.

Industrial Farmaceutica Cantabria, S.A.

Isdin, S.A.

Pierre Fabre Iberica / Spain

Industrial Farmaceutica Cantabria, S.A.

Pierre Fabre Iberica / Spain

Orifarm Generics A/S

Actavis Group Ptc Ehf.

Actavis Group Ptc ENf.

Actavis Group Ptc Ehf.

Orifarm Generics A/S

Actavis Group Ptc Ehf.

Orifarm Generics A/S

Actavis Group Ptc Ehf.

Actavis Group Ptc Ehf.

Glaxosmithkline Uk Limited

Glaxosmithkline Uk Limited

Generics [uk] Limited

Roche Products Ltd

Alliance Pharmaceuticals Ltd

Ennogen Healthcare Limited

Generics [uk] Limited

Alliance Pharmaceuticals Ltd

Roche Products Ltd

Generics [uk] Limited

Ennogen Healthcare Limited

Alliance Pharmaceuticals Ltd

Generics [uk] Limited

Alliance Pharmaceuticals Ltd
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Northern Ireland (United Kingdom)

Northern Ireland (United Kingdom)

Northern Ireland (United Kingdom)

Northern Ireland (United Kingdom)

Northern Ireland (United Kingdom)

Northern Ireland (United Kingdom)

Northern Ireland (United Kingdom)

Northern Ireland (United Kingdom)

Northern Ireland (United Kingdom)



