
Summary of European Union decisions on marketing authorisations in respect of medicinal products 
from 1 January 2023 to 31 January 2023

(Decisions taken pursuant to Article 34 of Directive 2001/83/EC (1), Article 38 of Directive 2001/82/EC (2) or 
Article 5 of Regulation (EU) 2019/6 of the European Parliament and of the Council (3))

(2023/C 76/03)

— Revocation of a national marketing authorisation

Date of the 
decision

Name(s) of the medicinal 
product

INN (International 
Non-Proprietary Name)

Holder(s) of the  
marketing  

authorisation

Member State  
concerned

Date of  
notification

13.1.2023 Amfepramone Amfepramone See Annex See Annex 16.1.2023

28.2.2023 EN Official Journal of the European Union C 76/15

(1) OJ L 311, 28.11.2001, p. 67.
(2) OJ L 311, 28.11.2001, p. 1.
(3) OJ L 4, 7.1.2019, p. 43.



ANNEX

List of medicinal products and presentations

Member State (EEA) Marketing authorisaton holder Product name INN/Active substance + Strength Pharmaceutical form Route of  
administration

Denmark Temmler Pharma Gmbh Regenon Amfepramone Hydrochloride 25mg  
Capsule

Capsule, Soft Oral Use

Germany Artegodan Gmbh Tenuate Retard Amfepramone Hydrochloride 75mg  
Tablet

Prolonged-Release Tablet Oral Use

Germany Temmler Pharma Gmbh Regenon (1) Amfepramone Hydrochloride 25mg  
Capsule

Capsule, Soft Oral Use

Germany Temmler Pharma Gmbh Regenon Retard (2) Amfepramone Hydrochloride 60mg  
Capsule

Prolonged-Release Capsule, Hard Oral Use

Romania Temmler Pharma Gmbh Regenon Amfepramone Hydrochloride 25mg  
Capsule

Capsule, Soft Oral Use

(1) Change in product name to ‘Amfepramon-Hormosan 25 mg Weichkapseln’ on 21 October 2021
(2) Change in product name to ‘Amfepramon-Hormosan 60 mg Retardkapseln’ on 21 October 2021
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