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This certificate covers the following device(s) / groups of device(s): 

Class III

Basic UDI-DI: 08468350a0022EX 

Device Name: THERMOCOOL™ Catheters
Type: C020301 - Cardiac Tissue Ablation 

Electrocatheters, Radiofrequency

Model:
CELSIUS™ THERMOCOOL™ Catheter 

D-1189-XX-S (XX= 01-04)

NAVISTAR™ THERMOCOOL™ Catheter 

D-1197-XX-S (XX= 14-18)

EZ STEER™ THERMOCOOL™ Bi-Directional Catheter D-

1294-XX-S (XX= 01-05)

EZ STEER™ THERMOCOOL™ NAV Bi-Directional Catheter 

D-1292-XX-S (XX=-01-05)

Intended Purpose: The THERMOCOOL™ Catheters are 

intended for use in cardiac electrophysiological mapping 

(stimulation and recording) and, when used in 

conjunction with an RF generator, for cardiac ablation.

Basic UDI : 08468350a0021EV

Device Name: THERMCOOL™ RMT Catheters

Type: C020301 - Cardiac Tissue Ablation 

Electrocatheters, Radiofrequency

Model:

NAVISTAR™ RMT THERMOCOOL™ Catheter D-1266-

01-S

CELSIUS™ RMT THERMOCOOL™ Catheter D-1302-

01-S

Intended Purpose: The THERMOCOOL™ RMT 

Catheters are intended for use in cardiac 

electrophysiological mapping (stimulation and recording) 

and, when used in conjunction with an RF generator, for 

cardiac ablation.
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Certificate History

Identification of the Common Specifications and Harmonized Standards complied with are documented within the technical 

documentation and audit assessments carried out. These are traceable through the DEKRA Certification B.V. Certification Notice. 

The Certification Notice also identifies the necessary information related to the quality management system of the manufacturer, 

including facilities. 

Revision Date of Issue certificate Certification Notice Reference Action

0 23-11-2023 3826381CN35 First issue




