SAPIEN M3
Transcatheter Mitral Valve Replacement System

Technical Specifications

SAPIEN M3 System
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Delivery System(s) - Disposable - Single Use (Sterile)
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Disposable Accessories - Single Use (Sterile)

SAPIEN Stabilizer SAPIEN M3 Crimper Edwards Locking Syringe

(Inflation Device)
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Reusable Accessories - Non-sterile
Note: Since these are reusable, they are not required to be reordered for every procedure.
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SAPIEN M3 System Ordering Information - Single Use

Customer

31004 Reference
Order —_ Components
Number Description Number
Edwards 237 Guidesheat sssocsce—[[[JILAIN
(01)00690103218138
SAPIEN M3 Dock Steerable Catheter ”l"" | | ||| |‘|
(includes SAPIEN M3 Dock) 9880DDSCE
(01)00690103218114
SAPIEN M3 Valve 9880TFX29MCE ”l" ‘ ‘ | | | ’|
SAPIEN M3 (01)00690103218107
Transcatheter
SM329EUT Mitral Valve EDd‘f.’ardsgomma"derM 9880CM29CE “ " | | |||‘|
Replacement elivery System (01)00690103218121
System -
Rail System (01)00690103218152
o (NI
(01)00690103218145
Edwards Locking Syringe 96406 |’|||| | ||| ’l
(Inflation Device)
(01)00690103210019

Reusable Accessories Ordering Information - Non-sterile

Note: Since these are reusable, they are not required to be reordered for every procedure. If replacing an
individual reusable accessory is required, order the individual reference number to restock the item.

Customer
Order
Number

Reference
Number

Box
Description

Components

Edwards Reusable Cradle 10000CR ”"m | | || m
(01)00690103218015
Reusable
10000RAKIT* Accessory Edwards Reusable Plate 10000PT |’||| ‘ | | ’|
Starter Kit* (01)00690103217278
Edwards Reusable Platform 10000UP “ll" | "l ‘|
(01)00690103217292

*The Reusable Accessory Starter Kit includes two of each component.

Medical device for professional use. For a listing of indications, contraindications, precautions, warnings, and
potential adverse events, please refer to the Instructions for Use (consult eifu.edwards.com where applicable).
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