EnSite Precision™ e o Vil
Surface Electrode Kit B

Product Highlights

Improve stability with redesigned smaller patches.!

= |mproved adhesive hydrogel patches. !

= |Improves ECG patch placement options. Digitally signed by Ceaicovschi Tudor
Date: 2022.01.25 12:17:52 EET
= New singular patch kit with minimal size to accommodate Reason: MoldSign Signature

patients of all sizes. Location: Moldova

Ordering Information

Reorder Number Description

ENOO20-P EnSite Precision™ Surface Electrode Kit

~

PREVIOUS SIZE

REDESIGNED

PATCH

1 St. Jude Medical. Data on File. Report 90213771.
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

This is to certify that: St. Jude Medical Costa Rica Ltda.
Edificio #44
Calle 0, Ave. 2,
Zona Franca Coyol
El Coyol, Alajuela
Costa Rica

Holds Certificate Number: MD 639058
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

Manufacture and distribution of radio-frequency (RF) ablation catheters, electrophysiology (EP)
catheters, intracardiac echocardiography catheters, cardiac mapping system accessories,
transseptal access system, introducer catheters, diagnostic guidewire, vascular closure
systems, and the design of cardiac mapping system accessories.

oy C_Saed ¢

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2015-08-19 Effective Date: 2021-12-14
Latest Revision Date: 2021-11-25 Expiry Date: 2022-06-13
o Page: 1 of 1
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This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton K&nes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.



Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: Abbott Medical Costa Rica Ltda.
Edificio #44
Calle 0, Ave. 2, Zona Franca
El Coyol
ALAJUELA
Costa Rica

Holds Certificate No: FM 728657
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

Manufacture and distribution of radio-frequency (RF) ablation catheters, electrophysiology (EP)
catheters, intracardiac echocardiography catheters, cardiac mapping system accessories,
transseptal access system, introducer catheters, diagnostic guidewire, vascular closure
systems; and the design of cardiac mapping system accessories.
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For and on behalf of BSI:

Gary E Slack, Senior Vice President - Medical Devices

Original Registration Date: 2020-05-06 Effective Date: 2021-12-14
Latest Revision Date: 2021-12-06 Expiry Date: 2022-06-13
Page: 1 of 1

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

3
Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.
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