Certificate US97/10878.00

The management system of

Teleflex Medical
3015 Carrington Mill Blvd., Morrisville, NC, 27560, United States

has been assessad and certified as meeling the requirements of

ISO 13485:2016
EN ISO 13485:2016

For the following activities
The scope of registration appears on page 2 of this certificate.

This certificate is valid from 11 September 2018 until 14 July 2021
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 27 May 2021

Issue 20. Certified since 26 September 2000

Muliple certificates have been issued for this scope
The main certificate is numbered US87/10878.00

This is a multi-site certification.
Additional site details are listed on the subsequent page.

Authorised by

SGS United Kingdom Ltd
Rossmore Business Park  Ellesmere Port Cheshire CH65 3EN UK
t +44 (0)151 3506666 £ -+44 (0)151 350-6600 www.sgs.com

HC SGS 13485 2016 0118 M2

This documant is issued by the Company subject L9 its General Conditions of
Certifcation Sarvices scceczible ot www.sgacomierms_and _conditions im
Attetion is drawn ko the limitations: of kahility, indemnilkeation and jurisdictionsl
lssuns sctabliched tharsin. Tha authenticily of ihis documant may be verified o
] ucteicertifed-client -dinsctory

hitpwww 5G.comyonioerti Sed-clients-and-prod) 2
Any unatherized ateration, korgery or falgfication of the conlent or appesrance
of thin db s unlawiud and offenders may be p o the fuilest

extoni of the law
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Certificate US97/10878.00, continued

Teleflex Medical

1ISO 13485:2016
EN ISO 13485:2016

Issue 20

Detailed scope

Design, development, manufacture and distribution of reusable medical

and surgical instruments for general and specialty use; sterile

and non-sterile disposable surgical, urology, anaesthesia and respiratory medical
devices, sterile disposable electrosurgical medical devices. Design of Non-Sterile
Nasal and Oral Mucasal Devices, Design and development of sterile single

use absorbable and non-absorbable sutures, pledgets and suture guides

and manufacturing of non-sterile absorbable and non-absorbable suture material,
Manufacturing of sterile single use absorbable and non-absorbable sutures.

Distribution of sterile single use absorbable and non-absorbable sutures

and non-sterile suture material. Distribution of medical devices for endoscopy;
fiber optic illuminators; sterile single use instruments for cardiovascular

and general surgical procedures.

Additional faciiities

375 Forbes Blvd, Mansfield, MA, 02048-1805, United States
2917 Weck Drive, Research Triangle Park, NC, 27709, United States

This document s kssusd by the Company subject to lts Geneval Conditions of

Altantion b drawn ko the Emitations of Kabity. indemnificalion ond jurisdictional Page 2 of 2
issuss setabliched thersin. The mthenticily of this dacument may be verifed at
hitpr/Awww g8 comien/osrtied-cliants-and-productaierti hed cliont-directory.
Ay unauthorized atteration, lorpery o Rlsification of the content o sppss ance
of this document is unfswiul and cffendert may be prosecuted to the lulset
axtont of tha law.
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