
 

EC Certificate - Production Quality Assurance

Supplementary Information to CE 540596

Issued To: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athlone
Co. Westmeath
Ireland

First Issued: 2009-01-13 Date: 2020-06-09 Expiry Date: 2024-05-26

Page 1 of 3

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

EC Certificate - Production Quality Assurance
Directive 93/42/EEC on Medical Devices, Annex V

No. CE 540596
Issued To: Teleflex Medical

IDA Business and Technology Park
Dublin Road
Athlone
Co. Westmeath
Ireland

In respect of:

Those aspects of Annex V relating to securing and maintaining sterility in the manufacture of
non-active respiratory, non-active gynaecological, non-active regional anaesthesia, non-
active surgical and non-active urology devices.
Those aspects of manufacturing relating to obtaining sterility in the assembly of procedure
packs in accordance with Article 12 of the Medical Devices Directive.
The manufacture of non-active and active surgical devices for adult and paediatric
intraosseous infusion, bone marrow aspiration, bone marrow biopsy, bone lesion biopsy and
non-active sterile urology catheters.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex V. The quality assurance system meets the requirements of the directive. For the placing on the
market of class IIb and class III products an Annex III certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

Gary E Slack, Senior Vice President Medical Devices
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Number Device Name Intended purpose per IFU
Class IIa
MD 0102 Sterile Intraosseous Vascular

Access System
--

MD 1104 Non-sterile Intraosseous
Vascular Access System

MD 0102 Sterile Powered Bone Access --
MD 1104 Non-sterile Powered Bone

Access
MD 0102 Sterile Sternal Intraosseous

Device
--

MD 0101 Sterile Silicone Foley Catheter --
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Number Device Name Intended purpose per IFU
Class Is
MD 0301 Intraosseous Vascular Access

System Stabilizer
--

MD 0102 Powered bone access connector --
MD 0101 Tracheostomy Tube Accessories --
MD 0102 Tuohy Borst Adaptor --
MD 0102 Syringe --
MD 0101 Urology Dilator --
MD 0101 Guedel Airway --
MD 0101 Intrauterine Catheter Set --
MD 0101 Sterile Container --
MD 0101 Neckband --
Sterility aspects only
--- Procedure Packs under article 12 ---



ArcRoyal
Virginia Road
Kells, Co. Meath
Ireland

Manufacture

Arriol International Corporation
Carretera San Isidro KM 17
Zona Franca San Isidro
Santo Domingo Este
Dominican Republic

ETO Sterilization
Manufacture

Arrow International CR, a.s.
Jamska 2359/47
Zdar Nad Sazavou
59101
Czech Republic

Manufacture

BBF Sterilisationsservice GmbH
Willy-Rüsch-Straße 10/1
71394 Kernen
Germany

Radiation (Gamma Sterilization)
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CeMed GmbH
Im Oberdorf 41
72419 Neufra
Germany

Assembly
Packaging

China Biotech Corporation
No. 10, 33 rd., Road,
Taichung Industrial Park
Taichung
Taiwan

Radiation (Gamma Sterilization)

Degania Silicone Limited
Kibbutz
1513000 Degania Bet
Israel

Manufacture

Donatelle Plastics, Inc.
501 County Road E-2 Extension
New Brighton
MN 55112
USA

Manufacture
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Foremount Enterprise Co., Ltd.
No. 17, Alley 15, Lane 5
Shenan Street
Shengang Dist
42944 Taichung City
Taiwan

Manufacture

Iotron Industries USA
4394 East Park 30 Drive
Columbia City
Indiana
46725
USA

Radiation (E Beam Sterilization)

Medical Service GmbH
Luisenstraße 8
75378 Bad Liebenzell/Unterhaugstett
Germany

Assembly
Packaging
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Mediplast Israel Ltd.
7 Hayarkon St.
P.O. Box 13214 Industrial Zone
Yavne
8122710
Israel

ETO Sterilization

Rose GmbH für Medizintechnik
Gottbillstraße 25-30
54294 Trier
Germany

ETO Sterilization

sfm medical devices GmbH
Brückenstraße 5
63607 Wächtersbach
Germany

ETO Sterilization
Manufacture
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Sparton Onyx, LLC
2920 Kelly Avenue
Watertown
South Dakota
57201-7249
USA

Manufacture

Sterigenics Germany GmbH
Kasteler Straße 45
Wiesbaden
65203
Germany

ETO Sterilization

Sterigenics US, LLC
2400 Airport Road
Santa Teresa
New Mexico
88008
USA

ETO Sterilization
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Steritec, Inc.
P.O. Box 1969
1705 Enterprise Street
Athens, TX 75751
United States of America

ETO Sterilization

Synergy Health Sterilisation UK Ltd
1 Alpha Court
Capitol Park
Thorne
Doncaster
DN8 5TZ
United Kingdom

ETO Sterilization

Synergy Sterilisation (M) Sdn Bhd.
Plot 203
Kuala Ketil Industrial Estate
Kuala Ketil
Kedah
09300
Malaysia

ETO Sterilization
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Teleflex Medical Sdn. Bhd.
Lot PT 2577, Jalan Perusahaan 4
34600 Kamunting Perak
Malaysia

ETO Sterilization
Manufacture

Viant San Antonio, Inc.
7027 Fairgrounds Parkway
San Antonio
TX 78238
United States of America

Manufacture

Viant Upland, Inc.
a.t.a. (formerly) Lake Region Medical
2052 West 11th Street
Upland CA 91786
USA

Manufacture

Willy Rüsch GmbH
Willy-Rüsch-Straße 4-10
71394 Kernen i.R.,
Germany

Manufacture
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Date Reference
Number Action

13 January 2009 7245725 First issue.
17 March 2009 7325720 Company address amended.

Extension to scope.
Addition of Willy Rüsch, Germany as subcontractor for design
and manufacture.

25 August 2009 7399908

7439096

Addition of SFM as significant subcontractor for manufacture.
Addition of ‘design’ services supplied by Teleflex Medical,
Malaysia, Arrow International CR, a.s. and Arrow International,
Inc., Czech Republic.
Correction of History page header.
Intrauterine catheter added to scope.

08 September 2010 7558507 Scope reworded in accordance with generic device groups.
Activity of ‘Design’ removed from all subcontractors and ‘Control
of Sterilisation’ added.
Certificate renewal.
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Date Reference
Number Action

23 February 2011 7635647 Scope extended to include, ‘Those aspects of manufacturing
relating to securing and maintaining sterility in the assembly of
procedure packs in accordance with Article 12 of the Medical
Devices Directive.’
Addition of subcontractor, ‘ArcRoyal Ltd., Virginia Road, Kells, Co.
Meath, Ireland’ for Manufacture and Control of Sterilization
activities.

23 May 2012 7778468 Correction of significant subcontractor address.
04 February 2013 7932595 The addition of significant subcontractors Foremount Enterprise

Co Ltd and Bidoia SAS Di Gianfranco Didia EC.
13 July 2015 8334933 Extension to scope to include ‘The manufacture of non-active and

active surgical devices for adult and paediatric intraosseous
infusion, bone marrow aspiration, bone marrow biopsy and bone
lesion biopsy.’
Significant subcontractor changes: Addition of Vidacare LLC, Lake
Region Medical, Arriol International Corporation, Coastal Life
Technologies, Inc & Sparton Onyx. LLC.
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Date Reference
Number Action

28 August 2015 8406492 Certificate renewal.
Removal from scope of ‘those aspects of Annex V relating to
securing and maintaining sterility in the manufacture of non-active
digestive tract devices’ and ‘Those aspects of Annex V related to
metrology in the manufacture of non-active respiratory devices’.

10 February 2016 8455693 Removal of Vidacare LLC from list of significant subcontractors.
Service(s) supplied for Arriol International Corporation, Coastal
Life Technologies Inc. and Lake Region Medical changed from
crucial suppliers to Control of Sterilization, Manufacture.
Service(s) supplied for Sparton Onyx. LLC changed from crucial
supplier to Manufacture.
Removal of repeated use of word ‘devices’ from scope.

28 July 2017 8762518 Change of address for Coastal Life Technologies.
Addition of Donatelle Plastics Inc., 55112 New Brighton to list of
significant subcontractors.

04 March 2019 7779566 Traceable to NB 0086.
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Date Reference
Number Action

Current 3124053 Certificate renewal.
Addition of supplementary product information table.
Update to scope to include non-active sterile urology catheters.
Name change from Coastal Life Technologies to Viant San Antonio,
Inc., Name change from Lake Region Medical to Viant Upland, Inc
Removal of Control of Sterilization from Service(s) supplied for
ArcRoyal Ltd., Arrow International CR, a.s. (Zdar), Viant San
Antonio, Inc., Donatelle Plastics, Inc., Foremount Enterprise Co.,
Ltd., Viant Upland, Inc., sfm medical devices GmbH, Teleflex
Medical Sdn. Bhd., and Willy Rüsch GmbH.
Addition of ETO Sterilization to Service(s) supplied for sfm medical
devices GmbH and Teleflex Medical Sdn. Bhd.
Administrative correction of details for ArcRoyal, Arriol
International Corporation, Arrow International CR, a.s., Donatelle
Plastics, Inc., Foremount Enterprise Co., Ltd., Sparton Onyx. LLC,
sfm medical devices GmbH, Teleflex Medical Sdn. Bhd. and Willy
Rüsch GmbH.
Removal of Arrow International CR a.s. (Hradec Kralove) and
Bidoia SAS Di Gianfranco Didoia E.C.
Addition of CeMed GmbH and Medical Service GmbH for Assembly
and Packaging.
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Date Reference
Number Action

3124053 Addition of Degania Silicone Limited for Manufacture
Addition of Steritec, Inc., Sterigenics US, LLC, Rose GmbH für
Medizintechnik, Synergy Health Sterilisation UK Ltd, Sterigenics
Germany GmbH, Mediplast Israel Ltd., and  Synergy Sterilisation
(M) Sdn Bhd. for ETO Sterilization
Addition of Iotron Industries USA for E-beam Sterilization
Addition of China Biotech Corporation and BBF Sterilisationsservice
GmbH for Gamma Sterilization.







Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athlone
Westmeath
Ireland

Holds Certificate No: FM 544574
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

The design and manufacture of non-active digestive tract devices; non-active gynaecological
devices, non-active regional anaesthesia devices, non-active respiratory devices, non-active
surgical devices, non-active urology devices and active surgical devices.

For and on behalf of BSI:
Gary E Slack, Senior Vice President - Medical Devices

Original Registration Date: 2009-03-09 Effective Date: 2020-02-12
Latest Revision Date: 2020-02-12 Expiry Date: 2023-02-11

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.

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

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+544574&ReIssueDate=12%2f02%2f2020&Template=inc












8650.514**4PDD blue

8660.4243.3
schwachkalibrig

small calibre

D 3VI.16

PANOVIEW Telescopes
Overview

PANOVIEW-Optiken
Übersicht

Cystoskope
Cystoscopes

blau

blue0°

Blickrichtung

Viewing direction
Farbkodierung

Colour code
Anwendung

Application
Ø

mm

orange

orange12°

rot

red30°

gelb

yellow70°
* Nur in 25° erhältlich.
** im Rahmen unseres neuen, leistungsstärken PDD-Systems, haben wir unsere

PANOVIEW-Optiken an dieses blue PDD-System angepasst.
Zur Unterscheidung sind die PANOVIEW-Optiken mit blue gekennzeichnet und
können selbstverständlich auch mit Ihrem bisherigen PDD-System verwendet
werden.

2
8650.4144Standard

Standard 4 8654.431

PDD blue 4 8654.531**

8654.4224Standard

8654.522**4PDD blue

8650.515**4PDD blue

8656.4223.3schwachkalibrig

small calibre

8668.433*4
Langschaft

Long sheath

Standard 4 8650.415

* Only 25° available.
** within the scope of our new, more powerful PDD system we have adapted our

PANOVIEW telescopes to this blue PDD system.
To distinguish them, the PANOVIEW telescopes are marked with the word blue
and can of course also be used in conjunction with your previous PDD system.

artiom
Выделить

artiom
Выделить

artiom
Текстовое поле
Lot : 4;5



Uretero-Renoskope
Uretero-Renoscopes

D 351XII.15

Forceps and Scissors, flexible
for uretero-renoscopes

Zangen and Scheren, flexibel
für Uretero-Renoskope

Type

Type
Charr.

Fr.
Nutzlänge

Working length

Probe-Exzisionszange

Biopsy forceps
920 mm 3 829.601

Probe-Exzisionszange

Biopsy forceps
550 mm 3.5 8953.60

Probe-Exzisionszange

Biopsy forceps
600 mm 4 8734.606

Probe-Exzisionszange

Biopsy forceps
850 mm 4 8734.608

Probe-Exzisionszange

Biopsy forceps
550 mm 5 829.051

Fremdkörper-Fasszange

Foreign body forceps
920 mm 3 828.651

Fasszange

Grasping forceps
600 mm 4 8734.656

Fasszange

Grasping forceps
850 mm 4 8734.658

Fasszange, Mauszahn

Grasping forceps, mouse-tooth 

600 mm

550 mm

4

5

8734.686

8735.685

Fasszange, Mauszahn

Grasping forceps, mouse-tooth 850 mm 4 8734.688

16

artiom
Текстовое поле
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artiom
Выделить



Resektoskope
Resectoscopes

D 258V.11

Gabel
Branches

blau / blue

blau / blueStiel
Stem

8423.01

Koagulations-Elektrode
Coagulating electrode

Gabel
Branches

blau / blue

rot / red rot / red

weiß / white

Stiel
Stem

8423.09 8427.092*

Haken-Elektrode
Hook electrode

Gabel
Branches

blau / blue

rot / redStiel
Stem

Messer-Elektrode nach Collins
Knife electrode by Collins

8423.19

weiß / white

rot / red

8427.19
oder / or

8427.192*

Gabel
Branches

blau / blue

rot / redStiel
Stem

Großflächige Koagulations-Elektrode
Large coagulating electrode

8423.02

weiß / white

rot / red

8427.02
oder / or

8427.022*

Gabel
Branches

grün / green

rot / redStiel
Stem

Kugel-Elektrode, tonnenförmig
Ball electrode, barrel-shaped

Gabel
Branches

braun / brown

rot / redStiel
Stem

Rollen-Elektrode, tonnenförmig
Roller electrode, barrel-shaped

8423.023

Electrodes
for resectoscopes, 4 mm telescope, 
30°, 25°, 12°

Elektroden
für Resektoskope, Optik 4 mm, 
30°, 25°, 12°

für Schaft
for sheath
für Dauerspül-Schaft

for continuous-irrigation sheath

22 Charr. / Fr. 24 Charr. / Fr. 26 Charr. / Fr. 28 Charr. / Fr.

24.5 / 25.5
Charr. / Fr.

26 / 27 
Charr. / Fr. 28.9 Charr. / Fr.

* Elektrode mit Führungsnase zur besseren Stabilisierung. Nur für

Elektroden-Arbeits-Element mit Führungsschlitz geeignet.

* Electrode with guide stud for better stabilization. Suitable only
for working elements with guide stud.

8422.435

7
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Overview of the range 

Light Cables in new design

Fiber Light Cable Set Color identification,
endoscope-side

Ø Fiber bundle  
and color code

Length Order number Order number 
without adapter

Set bestehend aus: 
Fiber Lichtleiter, Adapter projek-
torseitig (8095.07) und Adapter 
endoskopseitig (809509)

*  Die Lichtleiter können auch ohne 
Adapter bestellt werden. Adapter 
zum Anschluss an Fremdproduk-
te bieten wir separat an (siehe 
unten). 

1,6 mm

1,8 m 806616181 80661618*

2,3 m 806616231 80661623*

3,0 m 806616301 80661630*

2,5 mm

1,8 m 806625181 80662518*

2,3 m 806625231 80662523*

3,0 m 806625301 80662530*

3,5 mm

1,8 m 806635181 80663518*

2,3 m 806635231 80663523*

3,0 m 806635301 80663530*

3,5 m 806635351 80663535*

5,0 mm

2,3 m 806650231 80665023*

3,0 m 806650301 80665030*

3,5 m 806650351 80665035*

fusion Light Cable Set Color identification,
endoscope-side

Ø Fiber bundle  
and color code

Length Order number Order number 
without adapter

 
 
 

Set comprises: 
Fiber Light Cable, adapter projector- 
light source-end (8095.07) and 
adapter endoscope-end  (809509)

* The  light cables 
can also be ordered without 
 adapters and they are compatible 
with the same adapters.

5,0 mm

2,3 m 806550231 80655023*

3,0 m 806550301 80655030*

3,5 m 806550351 80655035*

Adapters for light cables

Wolf,  
Stryker ....................8095.07

Wolf ........................809509

Storz
no adapter necessary

Storz, Stryker,  
Olympus ..................807001

Olympus ...............8096.811 ACMI, Circon,  
Henke-Sass-Wolf ......807002

Fused                      light cables, resistant to high temperatures

for connection to light sources 
from the following manufacturers:

for connection to endoscopes 
from the following manufacturers:

Richard Wolf GmbH
Pforzheimer Straße 32
75438 Knittlingen, Germany

Tel.: +49 7043 35-0
Fax: +49 7043 35-4300
info@richard-wolf.com

Co-CEOs:
Jürgen Pfab
Jürgen Steinbeck

Trade Register: Mannheim HRB 510031
VAT no.: DE144521586
Tax no.: 48020/00171
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SI015: Change Protection Window 
 

 

Service information 015: Change Protection Window  

RevoLix DUO  

The coupling Lens is protected against dirt, dust and damages with a protection window. This window 
has to be controlled best before a treatment or latest each month. 
 
 

1. For removing the protection window pull out the breech block cover to the front (PIC001) while 
you lift the white cover sheet. 
 

 
PIC001      
    

 
  PIC002 
 
 

2. Pull out the protection window with a needle-nosed pliers like shown (PIC002). 
3. Mount the new protection window in the reversed sequence. Take care to plug in the new 

window completely. 
4. You can find out if a protection window is dirty if you put it on a white sheet of paper. It should 

be completely transparent without black marks or spots. A dirty window can absorb up to 50% 
of the laser energy. Those heats up the window and it can burst and damage other optical 
components and fibers.  
A dirty protection window has to be replaced. 
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