Device Schedule: Class III and Class IIb devices

Class 111, Implantable

Intended purpose

ETHICON SECURESTRAP™ Family of Products

See MDR 719665

MERSILENE™ Suture

See MDR 719649

MONOCRYL™ Suture

See MDR 719654

VICRYL RAPIDE™ Suture

See MDR 719664

ETHIBOND EXCEL™ Suture

See MDR 719647

VICRYL™ Suture

See MDR 719663

Coated VICRYL™ Plus Antibacterial Suture

See MDR 719661

ETHILON™ Suture

See MDR 719648

PROLENE™ Suture

See MDR 719658

PERMA-HAND™ Braided Silk and Virgin Silk Non-Absorbable Sutures

See MDR 719650

PDS™ II Suture

See MDR 719656

STRATAFIX™ Spiral MONOCRYL™ Plus Knotless Tissue Control Device
Family of Products

See MDR 719660

STRATAFIX™ PDS™ Plus Knotless Tissue Control Device Product Family

See MDR 719659

Class I1Ib, Implantable Intended purpose

ETHICON™ Bone Wax See MDR 719670

Class IIb, Implantable, Well-established technologies Intended purpose

Stainless Steel Suture is indicated for use in sternal
closure and orthopedic procedures.

Stainless Steel Suture

MERSILENE™ Tape MERSILENE™ Tape is indicated for circular suture

of the cervix.




Device Schedule: Class IIa, Custom-made and other devices

Device(s) Risk Classification

Suturing Device Class Ir

For Class Ir devices (Class I re-usable surgical instruments), the Notified Body conformity assessment is limited to the aspects
relating to the reuse of the device.




