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Transfemoral Delivery System

Product Overview

Top-Down Deployment Mechanism

. . » Stable and predictable valve release
Flexible Delivery Catheter

¢ Reduced risk of vascular complications
e Full range of ACURATE neo valve sizes

Two Rotating Knobs

e Uncomplicated step-by-step implantation

Radiopaque Stent Holder Safety Button

* Reference for positioning * Prevents premature implantation

ACURATE neo Transfemoral Delivery System Specifications

Access Route Transfemoral

Deployment Procedure Phased, Top-Down Deployment

Guidewire Compatibility 0.035" (0.89 mm)

Usable Length 109 cm

Valve Compatibility For use with all ACURATE neo Aortic Bioprosthesis (S, M, L)
Introducer 14F (= 5.5 mm) with iSLEEVE Expandable Introducer Set
Use Single Use

Sterilization Gamma Irradiation Process

Carton Size (Delivery System Only) 1,720 mm x 390 mm x 89 mm

The ACURATE TF Transfemoral Delivery System with the ACURATE neo Aortic Bioprosthesis are
indicated to improve valve function for symptomatic patients with severe calcific aortic stenosis
(mean aortic gradient > 40mmHg or peak jet velocity > 4.0m/s or aortic valve area < 1.0cm?)
with high risk for conventional surgical aortic valve replacement (SAVR)."

Indications for Use



ACURATE neo Transfemoral Delivery System — Specifications

Ordering Information

ACURATE neo™ Transfemoral Delivery System
Ref/Catalog Number Description
SYM-DS-002 ACURATE™ TF Transfemoral Delivery System 1

ACURATE neo Aortic Valves

Ref/Catalog Number Description Treatment Range®

SYM-SV23-002 ACURATE neo Aortic Bioprosthesis S e i
66 mm < annulus perimeter < 72 mm

SYM-SV25-002 ACURATE neo Aortic Bioprosthesis M 28 mm < annulus diameter < 25 mm i
72 mm < annulus perimeter < 79 mm

SYM-8V27-002 ACURATE neo Aortic Bioprosthesis L AT < G0 S et e 24 i 1
79 mm < annulus perimeter < 85 mm

ACURATE neo Aortic Valves + ACURATE TF Transfemoral Delivery System

Ref/Catalog Number

BUNG67ACUNEQTFS ACURATE neo Aortic Bioprosthesis S + ACURATE TF Transfemoral Delivery System 1
BUNG67ACUNEQTFM ACURATE neo Aortic Bioprosthesis M + ACURATE TF Transfemoral Delivery System 1
BUNG67ACUNEQTFL ACURATE neo Aortic Bioprosthesis L + ACURATE TF Transfemoral Delivery System 1

ACURATE neo Aortic Valves + ACURATE TF Transfemoral Delivery System + 14F iSLEEVE™ Expandable Introducer Set

Ref/Catalog Number Description
ACURATE neo Aortic Bioprosthesis + ACURATE TF Transfemoral Delivery System +

JUHETRLUAL IEEL 14F iSLEEVE™ Expandable Introducer Set Generic Bundle 1
BUNB7ACURTFISL14FS™  ACURATE neo Aortic Bioprosthesis S + ACURATE TF Transfemoral Delivery System + 14F iSLEEVE 1
BUNB7ACUTFISL14FM™  ACURATE neo Aortic Bioprosthesis M + ACURATE TF Transfemoral Delivery System + 14F iSLEEVE 1
BUNB7ACUTFISL14FL™ ACURATE neo Aortic Bioprosthesis L + ACURATE TF Transfemoral Delivery System + 14F iSLEEVE 1

SAFARIZ" Pre-Shaped Guidewire

Ref/Catalog Number Description

H749 39406XS1 SAFARIZ Pre-Shaped Guidewire Extra-Small 275¢m 5
H749 3940651 SAFARIZ Pre-Shaped Guidewire Small 275¢cm 5
H749 39406L1 SAFARIZ Pre-Shaped Guidewire Large 275¢m 5
H749 39407XS0 SAFARIZ Pre-Shaped Guidewire Extra-Small 275¢cm 1
H749 3940750 SAFARIZ Pre-Shaped Guidewire Small 275cm 1
H749 3940710 SAFARIZ Pre-Shaped Guidewire Large 275¢m 1

14F iSLEEVE Expandable Introducer Set

H749 39349 140 14 F iSLEEVE Expandable Introducer Set 1

SENTINEL™ Cerebral Protection System

Ref/Catalog Number Description
CMS15-10C SENTINEL Cerebral Protection System 1

* See Instructions for Use (IFU) for details. SC]_e I lt]_ | iC
** Only available in the following countries: Germany, Austria, Switzerland and the Netherlands.

T CT based measurement: Perimeter derived annulus. Advancing science for ”fe""'
The SAFARIZ Pre-shaped Guidewire is manufactured by Lake Region Medical and distributed by Boston Scientific Corporation.

All trademarks are the property of their respective owners. CAUTION: The law restricts these devices to sale by or on the order of a physician. www.bostonscientific.eu/ACURATEneo
Indications, contraindications, warnings and instructions for use can be found in the product labeling supplied with each device. Information for

use only in countries with applicable health authority product registrations. Not intended for use or distribution in France, Japan and the USA. © 2019 Boston Scientific Corporation

or its affiliates. All rights reserved.
SH-568218-AA Printed in Germany by medicalvision DINSH0176EB



