Certificate Number US19/819943430

The qualily managementsystem of

Kirwan Surgical Products LLC

180 Enterprise Drive, Marshfield, MA 02050, United States
Facility identificaion number ::F004229

has been audited against the criteria stated below and found to- conform to those criteria for the scope
contained in this certificate

MDSAP(ISO 13485:2016)

Australia

Therapeutic Goods (Medical Dev ices) Regulations, 2002, Schedule 3 Part 1 (excluding Part 1.6) — Full
Qualily. Assurance Procedure [including design]

Brazit

RDC ANVISA n. 16/2013/ RDC ANVISAn: 232012 /RDC ANVISAn. 67/2009
Canada

Medical Devices Regulations ‘= Part 1 SOR 98§/282

Japan

MHLW Ministerial Ordnance 169, Article 4 to Article 68/ PMD Act

United States:

21CFR 820/ 21 CFR 803/ 21 CFR 806/ 21 CFR 807 = Subpars Ato D

For the following activiies and dev ices

Design and Development, Production and Distribution of Sterile
and Non-Sterile Electrosurgical Handpieces, Bipolar Coagulators
and Handpieces with Cords for the areas of surgery.

This certificate is valid from

Effective Date: 2021-10-20 until Expiry Date: 2024-03-30
and remains Valid subject to satisfactory surveillance audits.
Re certification audit due before 2024-03-07

Issue 2, Certified since 2019-10-16

Authorised by [ .Henderson
Business Manager
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SGS United Kingdom Ltd
Rossmore Business Park, Ellesmere Port, Cheshire, CHE5 3BV UK
t+44 {0)151 3506666 www.sgs.com

SGS United Kingdom Ltd is anMDSAP authorised auditing organization

SGS MDSAP 1116
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 NEDICAL DEVICE GNCLE ALTIT PROCRAM

: This document is a Web version of SGS certificate for electronic use
exclusively. It shall only be available by clicking on SGS Certification Mark
which has been posted on Your website. It shall not be printed in anyway.
This document is copyright protected. No content or appearance may be
reproduced without the express written permission of SGS. Any misuse,
alteration, forgery or falsification is unlawful.



