
 

 

 
Official address  Domenico Scarlattilaan 6  ●  1083 HS Amsterdam  ●  The Netherlands 

An agency of the European Union     

Address for visits and deliveries  Refer to www.ema.europa.eu/how-to-find-us  
Send us a question  Go to www.ema.europa.eu/contact  Telephone +31 (0)88 781 6000 
  

 
© European Medicines Agency, 2023. Reproduction is authorised provided the source is 

acknowledged. 
. 

30 November 2023 
EMA/PRAC/535217/2023  
Pharmacovigilance Risk Assessment Committee (PRAC) 

List of nationally authorised medicinal products 
 

Active substance(s): estradiol, estradiol /prednisolone (only 
cream/balm/emulsion for application in the female genital area) 

Procedure no.: PSUSA/00010441/202304 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation number 

National Authorisation 
Number 

MAH of product in the 
member state 

Member State where 
product is authorised 

Линоладиол N 100 
микрограма/g вагиналeн крем not available 9700437 

DR. AUGUST WOLFF GMBH & 
CO. KG ARZNEIMITTEL BG 

Линоладиол N 100 
микрограма/g вагиналeн крем not available 9700437 

DR. AUGUST WOLFF GMBH & 
CO. KG ARZNEIMITTEL BG 

Linoladiol-H N 0,05 mg/4 mg/g 
kremas not available LT/1/98/2747/001 

DR. AUGUST WOLFF GMBH & 
CO. KG ARZNEIMITTEL LT 

Linoladiol N 100 Mikrogramm/g 
Creme not available 6824764.00.00 

DR. AUGUST WOLFF GMBH & 
CO. KG ARZNEIMITTEL DE 

Linoladiol N 100 mikrogramů/g 
vaginální krém not available 54/679/96-C 

DR. AUGUST WOLFF GMBH & 
CO. KG ARZNEIMITTEL CZ 

Linoladiol-H N 0,05 mg/4 mg/g 
kremas not available LT/1/98/2747/001 

DR. AUGUST WOLFF GMBH & 
CO. KG ARZNEIMITTEL LT 

Linoladiol N not available 46/0472/97-S 
DR. AUGUST WOLFF GMBH & 
CO. KG ARZNEIMITTEL SK 

Linoladiol N 100 mcg/g kremas not available LT/1/98/2372/001 
DR. AUGUST WOLFF GMBH & 
CO. KG ARZNEIMITTEL LT 

Linoladiol-H N 0,05 mg/4 mg/g 
kreem not available 366301 

DR. AUGUST WOLFF GMBH & 
CO. KG ARZNEIMITTEL EE 

Linoladiol N not available 46/0472/97-S 
DR. AUGUST WOLFF GMBH & 
CO. KG ARZNEIMITTEL SK 

Linoladiol 100 mikrogramm/g 
krém not available OGYI-T-7141/04 

DR. AUGUST WOLFF GMBH & 
CO. KG ARZNEIMITTEL HU 

Linoladiol N 100 mikrogrammi/g 
kreem not available 297600 

DR. AUGUST WOLFF GMBH & 
CO. KG ARZNEIMITTEL EE 

Linoladiol 100 mikrograma/g 
krema za rodnicu not available HR-H-419301744 

DR. AUGUST WOLFF GMBH & 
CO. KG ARZNEIMITTEL HR 

Linoladiol H N not available 6824741.00.00 
DR. AUGUST WOLFF GMBH & 
CO. KG ARZNEIMITTEL DE 

Linoladiol H N not available 6824741.00.00 
DR. AUGUST WOLFF GMBH & 
CO. KG ARZNEIMITTEL DE 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation number 

National Authorisation 
Number 

MAH of product in the 
member state 

Member State where 
product is authorised 

Linoladiol N 100 mikrogrami/g 
vaginālais krēms not available 99-0693 

DR. AUGUST WOLFF GMBH & 
CO. KG ARZNEIMITTEL LV 

Linoladiol-HN 0,05 mg/4 mg/g 
krēms not available 00-1082 

DR. AUGUST WOLFF GMBH & 
CO. KG ARZNEIMITTEL LV 

Linoladiol-H N 0,05 mg/4 mg/g 
kreem not available 366301 

DR. AUGUST WOLFF GMBH & 
CO. KG ARZNEIMITTEL EE 

Linoladiol-HN 0,05 mg/4 mg/g 
krēms not available 00-1082 

DR. AUGUST WOLFF GMBH & 
CO. KG ARZNEIMITTEL LV 

 


