D DEKRA

Number: 3828594CE01

EU Quality Management System Certificate

Conformity Assessment Regulation 2017/745 on Medical devices, Annex IX Chapter | and Il

Manufacturer:

Biosense Webster, Inc.
31 Technology Drive, Suite 200
Irvine, CA 92618

USA

SRN ID.: US-MF-000014219

DEKRA grants the right to use the EC Notified Body Identification Number illustrated below to/accompany the CE
Marking of Conformity on the products concerned conforming to the required Technical Documentation and meeting
the provisions of the EU- Regulation which apply to them:

0344

Supplement to certificate: 3826381CN13

Authorized Representative: Biosense Webster (Europe), Johnson & Johnson Medlcal NVISA
Leonardo Da Vincilaan 15,1831 Diegem, Belgium / '//]/ /

DEKRA hereby declares that the’above mentioned manufacturer falfils' the _re}é\}far'l-{ redquirements/of EU Regulation
2017/745, including all subsegquent amendments forthe above mentioned cdnft)rmity assessment. The manufacturer/
authorized representative is subject to periodic surveillance/as reqwred for the appl!cable conformity assessment in
accordance to Regulation 2017/745.

DEKRA Certification B.V.

B.T.M. Holtus J.A. van Vugt
Managing Director Principal Certification Manager
First Issued: September 8, 2021 Date: 27.7.2022 Expiry date: 1.9.2026

@ Integral publication of this certificate and adjoining reports is allowed
DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
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D DEKRA

Number: 3828594CE01

EU Quality Management System Certificate

Conformity Assessment Regulation 2017/745 on Medical devices, Annex IX Chapter | and Il

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

General non-active non-implantable devices used in health care and other non-active non-implantable
devices, MDN1214, class Is

SMARTABLATE™ System Interface Cable

Stockert and CARTO™ XP Interface Cables, CARTO™ 3 System Interface Cables, Interface Cables, CARTO™ 3
SYSTEM eco Interface Cable, TX eco EXT Cable

Interface Cables for Multi-Electrode Ablation Catheter and CELSIUS™ Cathet_er

Conditions for or limitations to the validity of this_certificate: .
e For Class Is devices, the Notified Body conformity assessment is Ilmlted to the aspects reIatlng to
establishing, securing and maintaining sterile conditions /]

Certificate History

Identification of the Common /Specifications and Harmonized' Standards complied with ___aré_'dbt;uméht_éd 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 quallty management system /of 'the, manufacturer,
including facilities. / / /

Date of Issue certificate Certification'Notice'Reference Action

September 8, 2021 3826381CN13 Firstissue

27-7-2022 3826381CN18 Add SRN +/extend Exp/ Date
First Issued: September 8, 2021 Date: 27.7.2022 Expiry date: 1.9.2026
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