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Supreme™ Diagnostic Connecting Cables

Ordering Information
Extension cable (1 unit per box)

Supreme™ Diagnostic  
Connecting Cables

Product Highlights
 �  Colored cables available for easy identification  
during multiple-catheter procedures

 � Guided channel for fast, convenient connection

 � Clearly labeled terminal pins

 � 24K gold-plated pins

 � Shrouded 2 mm pin connector leads

Reorder Number Color Connects these Supreme™ Catheters Usable Length (cm)

401980 Black Bipolar and Quadripolar 150

401981 Blue Bipolar and Quadripolar 150

401982 Grey Bipolar and Quadripolar 150

401983 Red Bipolar and Quadripolar 150

401984 Black Hexapolar 150

401985 Black Octapolar and Decapolar 150

401986 Black Octapolar and Decapolar 210
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 548213

Issued To: St. Jude Medical
14901 DeVeau Place
Minnetonka
Minnesota
55345-2126
USA

First Issued: 2009-07-01 Date: 2020-10-09 Expiry Date: 2024-05-26

Page 1 of 2

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 - Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 548213
Issued To: St. Jude Medical

14901 DeVeau Place
Minnetonka
Minnesota
55345-2126
USA

In respect of:

The Design and Manufacture of Electrophysiology (EP) Catheters, Pacing Catheters, Cardiac
Ablation Catheters, Transseptal Needles, and Introducers.
Those aspects of Annex II related to securing and maintaining sterility in the manufacture of
cables/leads for use with Electrophysiology Catheters.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 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

First Issued: 2009-07-01 Date: 2020-10-09 Expiry Date: 2024-05-26
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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. 2
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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.
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Number Device Name Intended
purpose per IFU

Class III
--- Livewire TC™ Ablation Catheter See CE 548274
--- Livewire™ Electrophysiology Catheter See CE 548275
--- Supreme™ Electrophysiology Catheter See CE 548277
--- Response™ Electrophysiology Catheter See CE 548278
--- Response™ Electrophysiology Catheter with Lumen See CE 548279

--- Reflexion Spiral™ and Reflexion HD™ Electrophysiology
Catheters See CE 551160

--- BRK™ Transseptal Needle See CE 553178
--- Safire™ Bidirectional Ablation Catheter See CE 553725
--- Livewire™ Diagnostic Catheter, MediGuide Enabled™ See CE 562920
--- Agilis EPI Steerable Introducer See CE 566714

--- Pacel™ Bipolar and Pacel™ Flow Directed Pacing
Catheters See CE 569561

--- Agilis NxT Steerable Introducers See CE 571321
--- Therapy ComfortGrip™ Bi-Directional Ablation Catheter See CE 675092

Class Is
MD 0106 Electrophysiology catheter cables ---
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Abbott Vascular Netherlands B.V.
Argonstraat 1
6422 PH Heerlen
The Netherlands

Labelling
Packaging

Isomedix Operations, Inc.
380 90th Avenue NW
Minneapolis
Minnesota
55433
USA

ETO Sterilization

Isomedix Operations, Inc.
43425 Business Park Drive
Temecula
California
92590
USA

ETO Sterilization

EC Certificate - Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Certificate No: CE 548213
Date: 2020-10-09
Issued To: St. Jude Medical

14901 DeVeau Place
Minnetonka
Minnesota
55345-2126
USA

Subcontractor: Service(s) supplied
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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. 4



Midwest Sterilization Corporation
1204 Lenco Avenue
Jackson
Missouri
63755
USA

ETO Sterilization

St. Jude Medical
5050 Nathan Lane North
Plymouth
Minnesota 55442
USA

Manufacture

St. Jude Medical
2305 Walnut Street
Roseville
Minnesota
55113
USA

Labelling
Packaging

EC Certificate - Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:
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St. Jude Medical Coordination Center BVBA
The Corporate Village
Da Vincilaan 11 Box F1
Zaventem
1935
Belgium

EU Representative
Labelling
Packaging

St. Jude Medical Costa Rica Ltda.
Edificio #44, Calle 0, Ave. 2
Zona Franca
El Coyol, Alajuela
Costa Rica

Manufacture

Sterigenics US, LLC
5725 W. Harold Gatty Dr.
Salt Lake City
Utah
84116
USA

ETO Sterilization

EC Certificate - Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Certificate No: CE 548213
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Synergy Health AST SRL
B13.1 Street 4, Avenue 1
El Coyol Free Zone
20102 El Coyol
Alajuela
Costa Rica

ETO Sterilization

UNIMED S.A.
Rue du Grand-Pré 10
1007 Lausanne
Switzerland

Manufacture
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Recognised as being involved in services relating to the product covered by:
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EC Certificate - Full Quality Assurance System
 

Certificate History

Certificate No: CE 548213
Date: 2020-10-09
Issued To: St. Jude Medical

14901 DeVeau Place
Minnetonka
Minnesota
55345-2126
USA

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.

Date Reference
Number Action

01 July 2009 7339810 First issue – Transfer from another Notified Body (Phase 1 and 2)

01 October 2009 7441035
Transseptal Access System, Transseptal Needles and Occlusion
Catheters added to scope – Transfer from another Notified Body
(Phase 3)

26 November 2010 7607541 Add Guidewires to the scope

07 March 2011 7648853 Certificate Renewal
Addition of MicroGroup as a significant subcontractor

31 May 2012 7833380 Addition of significant subcontractors HEI, Inc. and Merit Medical
Systems, Inc.

18 February 2013 7691361 Addition of Kendall as a significant subcontractor

15 October 2013 8026882 Addition of St. Jude Medical Plymouth as a significant subcontractor
for manufacture

30 October 2014 8239559
Addition of St. Jude Medical, Costa Rica Ltda. as a significant
subcontractor for manufacturing and Synergy Health AST, SRL in
Costa Rica as a significant subcontractor for sterilization.

16 March 2015 8297445 Addition of Packaging & Labelling to activities of St. Jude Medical
Coordination Center BVBA.
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Date Reference
Number Action

23 February 2016 8455226 Certificate renewal.  Change the name of Kendall to Covidien LLC. 
Change the name of MicroGroup to Chandler Industries.

17 June 2016 8557130 Addition of Sterigenics Willowbrook, IL as a sterilizer.
09 December 2016 8632748 Removal of subcontractors Chandler Industries and Covidien LLC.

Correction of UNIMED S.A. address.
07 November 2018 9644059 Addition of Pacing Catheters to scope.
05 March 2019 7780627 Traceable to NB 0086.
15 April 2019 9751662 Addition of Sterigenics US, LLC, Salt Lake City, Utah USA as

significant subcontractor for ETO Sterilization.
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Date Reference
Number Action

04 October 2019 9768238 Certificate Renewal. Addition of product table.
Removal of Occlusion Catheters, Transseptal Access System,
Guidewires, and Related Accessories from scope.
Addition to scope of sterility aspects of cables/leads for use with
electrophysiology catheters.
Removal of subcontractors Lake Region Medical (Chaska,
Minnesota), Lake Region Medical Limited (New Ross, Ireland), and
Merit Medical Systems, Inc.
Addition of subcontractors Isomedix Operations, Inc. (Temecula,
California), Midwest Sterilization Corporation (Jackson, Missouri) for
ETO Sterilization and St. Jude Medical (Roseville, Minnesota) for
Packaging and Labelling.
Minor changes to formatting of additional subcontractor names and
addresses.

07 August 2020 3158727 Removal of subcontractor ‘Sterigenics (Willowbrook, IL)’
Current 3297537 Sterilization change from BIs to parametric release. Change

affecting all ETO sterilized products covered by this certificate.
Addition of significant subcontractor Abbott Vascular Netherlands
B.V. for the activities of labelling and packaging.
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Declaration of Cooformiry

sJM Declaration of conformity for Minnetonka catheter connecting cables
St. Jude Madical (SJM) hereby dTlgres tE! the following SJM facilities and products conform to the applicable
provisions of Annex llof the Medical Device Directive (MDD) 934ZEEC as am eidrd oy zoolt+ltEC. Alt supporting
documentation is retained under the premis€s of SJM. We declare no application tras Ueen lodged wjth any other
notified body for the same producls. This declaration is issued under the jole responsibilig of the 

"manudaurer. 
rnis

declaration supersedes any declaration issuod previously for the same product(s).

Manufacturer Mdress: St. Jude Medical
14901 Deveau Place
Minnetonka, Minnesota 55345-2126, USA

Europaan Reprerentatlve: Sl. Jude Medi]al Coordination Center BVBA
The Corporate Village
Da Vincilaan 'l l Box F1
1935 Zaventem, Belgium

ProductTtpe: Cable Accessori€s

Product Name(s)/ Modol
Numb.r(s):

Classmcation:

GMDN Code(s):

Original CE llark Date:

Ccrtificate No and
expiration data:

Appllcable Quality System
Standards:

Notifled Body:

Product Nafire Model/Reorder Number
Livewire TC Catheter Extension
Cable

402505, 402543, 402544

Responsen Electrophysiology
Extension Cable

401661, 401 970, 40197,1, 401972,
401973, 401974, 401975, 401976,
40'1977

Supreme Electrophysiology
Extension Cable

401 980, 40'l981, 401982, 401 983,
401984 401985 401986

Safireru Catheter Extension Cable 402558, 402560 , 402561, 402566,
402567

Therapy Comfortc np Extension
Cable

A-TCG-402558 , A-TCG-402560, A-
TCG-{o2561, A-TCG-402566, A-
TCG402567

Class I sterile, Ruls 1 according to Annex X of the MDD 93/4ZEEC

47487

01Jul-2009

Certiricate No: CE 548213
Expiration Date: 2GMay-2024

EN ISO 13485:2016

BSI Group The Netherlands B.V.
Say Building

John M. Kaynesplein g
1066 EP Amsterdam
Ttre Neth€rlands

s nature:

9Aar ? oLo
B lair lssue Date: March 9, 2020

nager

86480 SJM Dcclatafim ofcoDforDity Tcmplatc Rev D

fiis uaficlential doannest is the property ofst. Jude Medicot an t shalt not be
reprodlczd, dittributed, disclosed or used withod the eqless N,riuet canEent of

St- tude Medicol.

Page I of2
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Dcclaration of Corfomity

SJM Declaration of Conformity for Minnetonka Catheter Connecting Cables

Notlfied Body Number: 2797 (Traceable NB number 0086, BSI Reference 7780627)

ature:

oqrt ?_ot n
lssu€ Dale: March 9, 2020

E6480 SJM Declaration ofcotrformity Templat Rev D

This confide*ial doaoae t is the property ofSt. Jude Medical atd shall not be
reproducd, distributed, disctosed or used withoul ,he qtress wriltei conse of

St. Jude Medicol.

Page 2 of2
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Accredited Body: DQS GmbH, August-Schanz-Straße 21, 60433 Frankfurt am Main, Germany  
Administrative Office: DQS Romania, Str. Bratului nr. 11, 020565 Bucharest - Romania  

 

CERTIFICATE 

This is to certify that 
 

 

SANTE INTERNATIONAL S.A. 
 

Str. Mantuleasa nr. 33, Sector 2 
023961 Bucuresti 
Romania   

has implemented and maintains a Quality Management System.  

Scope: 
Import, trade and storage of medical and laboratory equipment, disinfectants, laboratory 
reagents, cardiovascular surgery devices, service for medical and laboratory equipment. 
Consulting for state and private medical units.  

Through an audit, documented in a report, it was verified that the management system  
fulfills the requirements of the following standard: 
 
 

ISO 9001 : 2015 

 

Certificate registration no. 

Valid from 

Valid until 

Date of certification 

497269 QM15 

2021-06-16 

2024-06-15 

2021-06-16 

   

DQS GmbH 
 

   
Markus Bleher 
Managing Director  
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Annex to certificate 
Registration No. 497269 QM15 
 
 

SANTE INTERNATIONAL S.A. 
 

Str. Mantuleasa nr. 33, Sector 2 
023961 Bucuresti 
Romania 
 
 
 
 

This annex (edition:2021-06-16 ) is only valid in connection 
with the above-mentioned certificate.  2 / 2
 

 

Location Scope 

075906 
Sante International SA 
Sos. Mihai Bravu nr. 7, bl. P37-P37A,  
sector 2 
021303 Bucuresti 
Romania 

 
Import, trade and storage of medical and 
laboratory equipment, disinfectants, laboratory 
reagents, cardiovascular surgery devices. 
Consulting for state and private medical units. 

497270 
Sante International SA 
Str. Pupitrului, nr. 81,  
sect. 3 
033036 Bucuresti 
Romania 

 
Storage of medical and laboratory equipment, 
disinfectants, laboratory 
reagents,cardiovascular surgery devices, 
service for medical and laboratory equipment. 
Consulting for state and private medical units. 

31050285 
Sante International SA 
Calea Ghirodei, nr. 36 
300327 Timisoara 
Romania 

 
Trade of medical and laboratory equipment, 
disinfectants, laboratory reagents, 
cardiovascular surgery devices, service for 
medical and laboratory equipment. Consulting 
for state and private medical units. 

31050284 
Sante International SA 
Calea Dorobantilor, nr. 111 
400609 Cluj-Napoca 
Romania 

 
Trade of medical and laboratory equipment, 
disinfectants, laboratory reagents, 
cardiovascular surgery devices, service for 
medical and laboratory equipment. Consulting 
for state and private medical units. 

31050283 
Sante International SA 
Str. Lascar Catargi, nr. 37 
700107 Iasi 
Romania 

 
Trade of medical and laboratory equipment, 
disinfectants, laboratory reagents, 
cardiovascular surgery devices, service for 
medical and laboratory equipment. Consulting 
for state and private medical units. 
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