
 

_________________________________________________________________________________________________ 
 
Official address  Domenico Scarlattilaan 6  ●  1083 HS Amsterdam  ●  The Netherlands 
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       An agency of the European Union 

© European Medicines Agency, 2025. Reproduction is authorised provided the source is acknowledged. 

15 January 2026 
EMADOC-1700519818-2824467  
Human Medicines Division 

List of nationally authorised medicinal products 
 

Active substance(s): ciprofloxacin / dexamethasone (ear drops, 
suspension) 

EURD list No. PSUSA/00010012/202504 
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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 

CILODEX® 3 mg/ml / 1 
mg/ml Ohrentropfen, 
Suspension 

DE/H/3337/001 85150.00.00 INFECTOPHARM 
ARZNEIMITTEL UND 
CONSILIUM GMBH 

DE 

Ciprofloxacin/Dexametha
son RAFARM 3 mg/ml + 
1 mg/ml Ohrentropfen, 
Suspension 

DE/H/7771/001/DC 7012274.00.00 RAFARM SA. DE 

Cilodex, øredråber, 
suspension 

DE/H/3337/001 48976 INFECTOPHARM 
ARZNEIMITTEL UND 
CONSILIUM GMBH 

DK 

CILOXADEX 3 mg/1 mg 
par ml, suspension pour 
instillation auriculaire 

DE/H/3337/001 34009 224 397 1 6 INFECTOPHARM 
ARZNEIMITTEL UND 
CONSILIUM GMBH 

FR 

Ciprofloxacin+Dexameth
asone/RAFARM 3 mg/ml 
+ 1 mg/ml ωτικές 
σταγόνες, εναιώρημα 

DE/H/7771/001 12035/4-2-2025 RAFARM SA. GR 

CILODEX 3 mg/ml / 1 
mg/ml gocce auricolari, 
sospensione 

DE/H/3337/001 041182015 INFECTOPHARM 
ARZNEIMITTEL UND 
CONSILIUM GMBH 

IT 

NISEGAL 3 mg/ml/1 
mg/ml gocce auricolari, 
sospensione 

DE/H/7771/001 051623015 FARMA GROUP S.R.L. IT 

Ciprofloxacin/Dexametha
sone 3 mg/ml / 1 mg/ml 
ear drops, suspension 

DE/H/3337/001 PL 15011/0026 INFECTOPHARM 
ARZNEIMITTEL UND 
CONSILIUM GMBH 

XI 

Ciprofloxacin/Dexametha
sone 3 mg/ml + 1 
mg/ml ear drops, 
suspension 

not available PL 35533/0230 ASPIRE PHARMA LIMITED XI 

 

 


