Edwards PASCAL Precision Transcatheter Valve Repair System

PASCAL and PASCAL Ace Implant System
Technical Specifications

Disposable - single use (sterile)

Implant System
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Note: Implant dimensions are in millimeters and are approximate for reference.
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Disposable - single use (sterile)

Accessory Box

0 Guide Sheath Set (sterile)

P Reference
2 ; 2 Components number
1 1. Guide sheath 20000GS

2. Introducer

9 Stabilizer (sterile)
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System Specifications

Component

Implant Catheter

Implant catheter working length 118 cm

Steerable Catheter

Steerable catheter working length 109 cm

Steerable catheter outer diameter (OD) 5.7 mm

Guide Sheath and Introducer

Guide sheath working length 79 cm

Guide sheath proximal shaft outer diameter (OD) 7.3 mm [22 Fr
Guide sheath proximal shaft inner diameter (ID) 5.8 mm
Introducer working length 104 cm

1.0 mm

Introducer inner diameter (1D) (0.035” Guidewire compatible)



Reusable Accessories

Accessory Box

G Reusable Cradle (non-sterile) a Reusable Plate (non-sterile)
Reference Reference
<— 35.5cm—>§ number SgAC“‘/'\“'"V\S number
""" N 9>
4 e “»
16.9cm S ‘? \\32"’:6% \
’ = SRS
* o 10000CR e 10000PT
: 4+—387cm———» i
e Reusable Platform (non-sterile)
Legs Not Extended Legs Fully Extended Legs Retracted for Storage Reference
i number
i il /:AA ------ D 25,
-F ”\(S?}%* & r 0 sac
Q)b*“x( - . m
17.8cm
@ 10000UP

Maximum heightis 28.3 cm

Note: Since these are reusable, they are not required to be reordered for every procedure.



PASCAL Precision System - Single Use

Implant tvpe | Customer Devices Reference
P yp order number number

Implant Box
Edwards 20000I1S
PASCAL Precision Implant system
Transcatheter PAS2-M10*
Valve Repair PAS2-T10* Accessory Box
System with 21000GSKIT 1 x Guide sheath
PASCAL Implant

1 x Stabilizer
Edwards 500001SM Implant Box
[T’ASCALt[I:retcision Implant system
ranscatheter PAS2-M5*

Valve Repair PAS2.T5* Accessory Box
System with i .
PASCAL Ace 21000GSKIT 1 x Guide sheath
Implant 1x Stabilizer

*M10 or M5 for mitral procedures, T10 or T5 for tricuspid procedures.

Reusable Accessories

to supply your
account with 2 x Reusable Cradle

the Reusable T10000RAKIT
Reusable Accessories Starter 2 x Reusable Plate

Accessories Kit, including 2x of
each component. 2 x Reusable Platform

If replacement individual Reusable Accessories are required,
order the individual component code to restock the item.

If you have any questions, please contact your local Edwards sales representative.

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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