EC Certificate Full Quality Assurance System: US97/10879.00

Tha management sysism of

Teleflex Medical

3015 Carrington Mill Bivd., Monisvitle, NC, 27560, United Stales
has been essessed and cerified as mesting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il {excluding Section 4)
For the following producs

The scope of registration appears on page 2 of this certificate.

This certificate is valid from 11 September 2018 until 14 July 2023
and remalns valid subject fo satisfactory surveillance audits.

Re certification audit due before 27 May 2021

Issue 30. Certified since 26 Seplember 2000

Certification is basad on repoits numbered WWAWMC5366

Multiple certificates have been issued for this scope
The main cedificale is numbered US97/10879.00

This is a mulli-site cerification,
Additiona! site details are lisled on the subsequenl page.

Authorised by

SGS United Kingdom Lid, Notified Body 0120

2028 Worle Parkway, Weston-super-Mare, BS22 6WA UK
t44 (011924 522017 £+44 {01934 522137 www sp3.c0m
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EC Certificate Full Quality Assurance System; US97/10879,00, continued

Teleflex Medical
Directive 93/42/EEC

on medical devices, Annax Il {excluding section 4)

Issue 30

Detaied scope

Stesile Hem-o-lok Ligation Clips.

Sterle Deknalel® PTFE pladgels.

Sterile Polyester Nonabsorbable Surgical Suturas (POLYLENE/ "cotiony™™ I, *siky” Il FOLYDEK®,
TEVDEK® I, NextStitch®,Capio™, Fit®, NicelLoop™, TEVDEK®).

Sterila DEKLENE® I, DEKLENE® MAXXTM, CAPIOTM and FIXT®

lene non-absorbable surgical suturas.

Sterile BONDEK® and BONDEK® Plus Polyglycolic Acid Synthetic Absorbabla Surgical Sutures,
Stesila Polyolytone 6211™ Monofilament Absorbable Surgical Suturss.

Sterile MONODEK® Polydioxanone Absorbabla Surgical Sutures.

Sterila Hem-o-lok Automatic Clip Appliers.

Metal Ligation System.

Sterile Extemal stapling system (incfuding stzinless steel staples, staplers and removers), Sterile,
EFx endo fascial closuresystem (abdominal access), Slarile, EFx shield fascial closure systam
(abdominal access), Starile, EFx classic fascial closuresysiam (sbdominal access)

Sierfla stzinless stee! surgical Sutures

Sterita FORCE FIBER® sumgical sutures.

Sterila Chest drainage and eutolransfusion systams,

Sterile Thoracic Catheters,

Starile and Non-sterils Aordic Punch,

Non-sterile Seil Rstaining Tissue retracior/blades

Non-sterila Anaesthesia and respirslory Circuils including braathing bags and watar traps,

Non-starile Healed Humidifiers, Non-slsrie Non-Prefilled Humidifiers and Nebulizars, Non-starile Smalt
Voluma Nebulizers, Starile Prefiied Humidifiars and Nabulizers (saine or water) with adaplors, Sterita
Prefilled unit dose vial /solution for nebulisation, Non-sterila Respiratory therapy Adapiors

and connaclors, Sterile Column and Resenvoirs Including adaptors, Non-starila Nasal cannula {including
gas sampling), Non-slarila Cannula and Supply Tubing, Nensteria CPAP Cannula Sysiam, Non-slesile
Manual resuscitators and PEEP valves,Non- starile Respiratory and anaesthesia masks, Non- sterile Gas
scavenging mask, Sterile Endotracheal lubes, Sterila Endebronchial tubes, Non-sterila Suction

and Aspirating Tubes, Siarile Venied Thoracic Chest Seal, Slesile Operative Cholangiogram Cathetars,
Sterila Abdominal Access and Insufilation devices, Sterile Capillary drains, Sterila Parcutanscus Surgical
Syslem (MiniLap and Grip graspers), Sterile Parcitaneous Surgical System (Minl Polar slectrosurgical
proba and MiniGrip Bipolar Graspers), Perculaneous surgical Sysiem (Interchangeabla elecirosurgical (oo
tips) for laparoscopic sumery, Non-slerle Heat and Moisture Exchangers.

Whese tha above scopa Includes class {1l medical davice(s), a valid EC Design Examination
Certificate according to Annax il (Section 4} is 8 mandatory raquiremant for aach device In addition
I this certificals bo piaca that device on ha market

Addisonal fackiles
2817 Weck Drive, Research Triangle Park, NC, 27709, United States
375 Forbes Blvd, Mansfield, MA, 02048-1805, United States .
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