




DNV 
Certificate no.: 7295GB448260616 
Place and date: Hamburg, 2026-06-16 

Products covered by this certificate 

Class I medical devices 
For class I medical devices placed on the market in sterile condition (class Is), the audit of the quality management system was limited to the aspects 
relating to establishing, securing, and maintaining sterile conditions. 

For class I medical devices with a measuring function (class Im), the audit of the quality management system was limited to the aspects relating to the 
conformity of the devices with the metrological requirements. 

Category Class Medical devices/groups of medical devices 

MOA 0318 Im Other active non implantable devices 

MOA 1202 Is Non-active non-implantable devices for administration, channeling and removal of 

substances, including devices for dialysis 

Class Ila medical devices 
Category EMDN code 
MOA 0306 Z12040214 

MON 1202 A010202 

MON 1202 A019011 

MON 1202 Z12040214 

MON 1202 A030402 

Class lib medical devices 
Category 

MOA 0306 
Intended purpose 

EMDN code 
Z12040214 

Medical devices/groups of medical devices 
LIPOSUCTION UNITS 

NEEDLES AND KITS - OSTEOMEDULLARY BIOPSY 

NEEDLES - BONE INFUSION AND VERTEBROPLASTIC 

LIPOSUCTION UNITS 

IRRIGATION KITS 

Medical devices/groups of medical devices 
LIPOSUCTION UNITS 

Use for medical indications, including those accompanied by a change in fatty tissue, and for aesthetic body contouring / Administer tumescent local 

anaesthesia, other aqueous infusion solutions, as well as endogenous subcutaneous tissue and its components, into the body. 

MDA 0306 A030102 IRRIGATION CONTROLLERS 
Intended purpose 

For ablation/irrigation, used with a sterile tube set and a container with physiological saline solution for the purpose of cooling the catheter tip. 

MON 1204 Z120190 VARIOUS INSTRUMENTS FOR GENERAL AND MULTI DISCIPLINARY SURGERY 
Intended purpose 

The VacStent GI™ combines a vacuum sponge that lies intraluminally in the esophagus /stomach or intestine and conditions the wound, with a covered 
stent that seals the sponge against the lumen and thus ensures passage. This achieves both goals of leakage treatment, the drainage of the inflammatory 
wound secretion via NPWT treatment (negative-pressure wound treatment) and the sealing of the leakage through the liquid-tight coated stent. Treatment 
with the VacStent GI™ continues until the leakage has healed via secondary wound healing. 

Lack of fulfillment of conditions as set out in the Certification Agreement may render this Certificate invalid. 
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