Medtronic

Engineering the extraordinary

Avalus Ultra”
bioprosthesis

Indications for use
For a listing of indications, contraindications, precautions, warnings,
and potential adverse events, please refer to the Instructions for Use.

Ordering information

Stent External

Valve

Avalus Ultra diameter ” Intjrnal . sewing ring profile AOF’EI.C
valve item (TAD) orifice diameter diameter el protrusion
number
(1) (2) (2a)
400U19 19 mm 19 mm 17.5 mm 18 mm 26.0 mm 13.0 mm 11.0 mm
400U21 217 mm 21T mm 19.5 mm 20 mm 28.0 mm 14.0 mm 12.0 mm
400U23 23 mm 23 mm 21.5mm 22 mm 30.0 mm 15.0 mm 13.0 mm
400U25 25 mm 25 mm 23.5mm 24 mm 32.0 mm 16.0 mm 14.0 mm
400027 27 mm 27 mm 25.5mm 26 mm 35.0 mm 17.0 mm 15.0 mm
400U29 29 mm 29 mm 27.5mm 28 mm 37.0 mm 18.0 mm 16.0 mm
TAD - Tissue Annulus Diameter
T Measurement shows stent frame including tissue (2) and stent frame excluding tissue (2a).
’] .
Accessories
e
[tem number Description

5 4 7420

Valve handle

Avalus Ultra sizers

i 7400SU

Fi 3 4{ T7400U

Avalus Ultra tray

7779

Jar wrench




Product specifications

Sterilization ... Liquid chemical sterilization
Shelf life i 3years

.. Valve jar: glass

Packaging (sterile barriers)...
Valve jar lid: polypropylene
Valve lid liner: silicone

Tissue fIXation c.c.ccvvvreiniicccccceceee e, Uniaxial fixation

Storage temperature .........ccocooeiiiiiiiicie 5°Cto25°C(41°Fto 77° F)

Storage solution ..., Buffered 0.2% glutaraldehyde solution

Rinsing procedure........cccccovieiininiiciieee, 2 rinse basins each containing 500 mL of sterile, normal saline solution.

Single 30-second rinse. Store in a second basin until use.
MRI safety information ..., MR conditional. Refer to IFU for detailed information.

Materials list

Valve holder ... Blue acetal homopolymer

Valve to valve holder sutures.......cccccooeirieininnnes Black nylon

Valve leaflets ... Bovine pericardium cross-linked in 0.5% glutaraldehyde
Radiopaque marker .......ccooviiiiniiiee, Platinum-iridium coil with tantalum badge

Wireform .. Polyetheretherketone (PEEK)

Base frame Polyetheretherketone (PEEK) impregnated with barium sulfate
Fabric covering wireform and base frame ......... Polyester

Valve sewing cuff.....ccooioiviiiiiicee Polyester

Valve component SUtUres .......ccoceeeeinereeceecnn Polyester, polyethylene

Retainer jar & retainer cap ....cccoceeevveviccinicnnnnn. Polypropylene

Serial nUMbertag ..., Polypropylene

Accessories

Avalus sizer Polysulfone (handle and head), nitinol (wire)

TTAY et Polyphenylsulfone
Handle. .o Stainless steel

Tissue treatment
Anti-calcification treatment .......c.ccooeeiinieieines Alpha-amino oleic acid (AOA™) treatment

Medtronic

For a listing of indications, contraindications, precautions, warnings,
and potential adverse events, please refer to the Instructions for Use.
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