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Manufacturer’s Declaration  

 

in relation to Regulation (EU) 2023/607 amending Regulations (EU) 2017/745 (MDR) regards the 

transitional provisions for certain medical devices, in particular with respect to  

· the validity of certificates issued under Council Directive 93/42/EEC on Medical Devices (MDD) 

(Directive Certificates) and 

· the compliance of the devices and us as their manufacturer with the conditions for the continued 

placing on the market and putting into service 

 

Manufacturer name MEDIO-HAUS MEDIZINPRODUKTE GmbH 

Manufacturer address and contact details 
Brunswiker Straße 50 
24105 Kiel 
Germany 

Single Registration Number (SRN) (if available) DE-MF-000005313 

 

Notified body name (if applicable) DNV MEDCERT GmbH 

Notified body number (if applicable) 0482 

Directive Certificate number(s)  
to which this confirmation is made (if 
applicable) 

2438DE414180612 
2438GB414180612 

Original expiry date as indicated on the 
Directive Certificate prior to the extension of the 
validity (if applicable) 

23.03.2023 

End date of extended validity/transition period 31.12.2028 

 
 

Product group Riboflavin  

Risk class IIa (MDD) / IIb (MDR) 

EMDN-Code and description 
Q020302: 
OPHTHALMOLOGY, LIQUID FLUIDS 

Products 

VibeX Rapid 

VibeX XTRA 

Trans-Epi Kit 

MedioCross (D, M, H, TE) 
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