Device Schedule:
Intended Purpose as per the Instructions for Use:

DuraSeal® Dural Sealant System is intended for use as an adjunct to standard methods of dural repair, such as sutures, to
provide watertight closure.

Risk Classification: Class III Implantable
Type (Codes as per EU 2017/2185): MDN 1104
Basic UDI-DI: 038178B0003CSSZL

Device Name Model

DuraSeal Dural Sealant System, 5 mL (1 kit) DSD5001
DuraSeal Dural Sealant System, 5 mL (5 kits/box) DSD5005



