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Device categories and variants covered by this certificate: 
 

Device category: MDN 1104 - Non-active soft tissue and other implants 
Product name: Lid Implants 
Risk classification: IIb 
Basic-UDI-DI: 425038189A0101QY 
Intended purpose: Restoration of dynamic lid closure in paralytic lagophthalmos due to 

facial nerve paresis.  
 
Device category: MDN 1203 - Non-active non-implantable guide catheters, balloon 

catheters, guidewires, introducers, filters, and related tools 
Product name: Balloon Catheters for the Tuba Eustachii (TubaVent®, TubaVent® 

wide) 
Risk classification: Is 
Basic-UDI-DI: 425038188C0101R9 
Intended purpose: Product for dilatation of the Eustachian tube in cases of obstructive 

tube dysfunction for the specialities of ENT or head and neck surgery. 
 
Device category: MDN 1203 - Non-active non-implantable guide catheters, balloon 

catheters, guidewires, introducers, filters, and related tools 
Product name: Balloon Catheters for the Tuba Eustachii (TubaVent® short, 

TubaVent® short wide) 
Risk classification: Is 
Basic-UDI-DI: 425038188C0201RE 
Intended purpose: Product for dilatation of the Eustachian tube in cases of obstructive 

tube dysfunction for the specialities of ENT or head and neck surgery. 
 
 
Examinations and tests performed: 
056411_A211080MED_01 dated 2023-08-14     
056411_A211080MED_Lid Implants dated 2024-09-17 
056411_A215419MED TubaVent® Family dated 2024-10-12   
 
 
 
Further conditions for or limitations to the validity of the certificate: 
In case of products that are placed on the market in sterile condition, the involvement of the 
Notified Body in the conformity assessment procedure is limited to the aspects of manufacture 
concerned with securing and maintaining sterile condition. 
 
 
 
Reference to previous certificates: 
 

Revision Date of Issue Certificate-ID Description of change 
01 2024-10-09 1000120361 Addition of product TubaVent® Family 
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