Certificate US97/10878.00

The management system of

Teleflex Medical

3015 Carrington Mill Bivd., Morrisville, NC, 27560, United States

has been assessed and cestified as meeting the requirements of

1ISO 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 15 July 2021 until 14 July 2024

and remains valid subject to satisfactory surveillance audits.
Recertification audit due a minimum of 60 days before the expiration date.
Issue 22. Certified since 26 September 2000

Multiple cerfificates have been issued for this scope

The main certificate is numbered US37/10878.00

This is a multi-site certification.

Additional site details are listed on the subsequent page.

Authotised by

y SGS United Kingdom Ltd
Wek ness Park Ellesmere Port Cheshire CH65 3EN UK
LDy 151 350-6666 44 (0)151 350-6600 www.sas.com

Digitally signed by Dubalari Pavel
Date: 2022.10.12 16:46:47 EEST
Reason: MoldSign Signature
Location: Moldova

21HC 134852016 0421 M2
Page 10f2

This document is issued by the Company subjeci ta its General Conditons of
Certification Services accessible at www.sgs.comAerms_and_conditions him.
Attention is drawn lo the limilations of lizbility, i ificalion and jurisdictional
{ssues established therain. The aulhenlicily of this document may be verfied st
hitp:www sg5.comienicertified-clients-and-productslertified-client-directory.
Any unautharized alteration, forgery or falsiication of the conlent or appearance
of this document is unlawful and offenders may be proseculed to the fuliest
exteni of the law.
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Certificate US97/10878.00, continued

Teleflex Medical

1ISO 13485:2016
EN ISO 13485:2016

[ssue 22

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 Mucosal 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 absorbabie 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 facilities

375 Forbes Bivd, Mansfield, MA, 02048-1805, United States

This dogumenl is issued by the Company subject 1o its General Cenditions of
Cartificalion Services accessible 2l www.sgs comterms_and_conditions.him.
Attenlion js drawn o the limitations of Rabilily, indemnification and jurisdictonal

issves established therein. The authenticity of s decument may ba verified at Page 2 of 2
hitp:fiwww.sgs.comien/ceriifiad-clients-and-products/cerified-clent-cireclory.

Any unauthorized alterafion, forgery or falsificalion of h teril or app

of this document s urlawiul and offenders may be proseouted lo the fullsst
axtent of the faw.
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Teleflex Medical
2917 Weck Drive, Research Triangle Park, "Nc 27709, Uniled Stales
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- Re certification audit due before 27 May 2021
Issue 29. Gemf ed since 26 September 2000

Wm:modmmpmmmmmmm

: : Mulhple certificates have been issued for this scope
The main certificate is numbered US97/10872.00
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| Tel_eﬂex-Medical
Directive 93/42/EEC

on medical devices, Annex Il (excluding section 4)

Issue 29
Deloded stope

g G .- Stards Hem-o-Jok Ligation Clps.

s ; - Stetlla Deknatel® PTFE pledgats.

Starile Poiyester Nonabsortiabla Surgical &m; {PDL‘!’LENEI m!iony"“ fl, “silky” }i POLYDEK®, TEVDEK® I,
o ST NexStitch®, Caplo™, Fixt®, NiceLoop™, TEVDEK®),
mnEmEﬁﬁml DEKLENE® MAXXTM, CAPIOTM and FIXT®

Sleria Hem-o-fok Automatic Clip hpplte-rs
Metal Ligation System,

Sterile External stapling a'_rxtem {mdudmg ﬂmhss steel staples, staplers and removers), Sterile,
EFx ando fascial closuresystam {abdominal access), Sterile, EFx shield fascial closure systam
{abdmm ama] Stanle, EF:{ tlassic faschal closuresystem (abdominal access)

i Sterile stainless steel surgical Sutures

i Sterile FORCE FIBER® surgical sutures.

Staﬂh Chest dmrla_:& and autotransfusion systems,

- Slerile Thoracic Catheters,

Sterile arld Non-sterile Aorlic Punch,

N::m slevile Seif Retaining Tissus retractorblades

Han-sturih Anaus!haa_l_a_ _am:l mpiratmr Gm mmmg breathing bags snd water traps,

Nun-!.tmie Heated Humidifers, Nor-slerile Huumﬁlad Humidifiers and Mebulizers, Nan-sterile Small
‘Volume Nebuiizers, Sterile Prefiled Humidifiers and Nabulizers (saline or water) with adaptors, Starile
 Prefiled unit dose vial fsoktion for nebiulisation, Non-starils Respiratory therapy Adapiors

and connectors, Sisrile Column and memrs _lnch.rdﬂg adaptnts Non-sterfle Nasal cannula {including gas
mp{mgj Non-sterlé Cannula and Sq:plyr‘rubhg Monsterils CPAP Cannuia Syslem, Non-sterile Manual
- resuscitators and PEEP valves, Non- slarile Ragpiralory and ansesthesia masks, Non- sterile Gas

: scavenging mask, Sterie Endalracheal ibes, Sterila Endobronchial fubss, Non-sisrile Suction
and Aspirabing Tubes, Sterile Ventad Thoracic Chest Seal, Stenle Qparativa Cholangiogram Catheters,
Sterila Abdominal Access and Insufflation devices, Stere Capillary drains, Sterile Parcutaneous Surgical
Syslem (MiniLap and Grip graspers), Sterile Percitaneous Surgical System {Mini Polar elecirosurgical
probe and MiniGirip Bipolar Graspers),Percutaneous su’ghat System {Interchangeable electrosunical

tool fips) for laparoscopic surgery. Noa-sterile Haal and Moisture Exchangers
Hmmmmanmmmmmm“m[s},ammnﬁqn&mwm

Certficate acconling ko Anne & [Section 4 is 8 mandalosy requinement lor each device b additon

k to this cerkiicats in place that devics o the market
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