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Fast-Cath™ Hemostasis Introducer  
12 cm Sheath with Guidewire and Needle
Standard Introducer

Product Highlights
■■   Designed as a standard introducer for both diagnostic and interventional 
catheterizations

■■  Close tolerance extrusion and proprietary tipping process dramatically improve 
tracking on a guidewire

■■  Convenient suture rings to secure sheath during catheter manipulation or during 
prolonged vascular access

■■  Patented valve preserves catheter handling characteristics while minimizing 
backbleeding and air aspiration

■■ Snap lock feature secures dilator in sheath during insertion

Ordering Information
Contents:  Introducer Sheath with Hemostasis Valve, Sideport, Dilator, 50 cm Double Distal .03.8” Guidewire with “J” and 

Straight ends and 18 ga. XTW Needle. (5 units per box)

Reorder
Number

French
Size 

Guidewire
Diameter (in)

Sheath 
Length (cm)

4.06.3.50 5 .03.8 12 

4.06.3.54. 6. .03.8 12 

4.06.3.58 7 .03.8 12 

4.06.3.6.2 8 .03.8 12 

4.06.3.6.6. 9 .03.8 12 

Vascular Access

Please review the Instructions for Use prior to using these devices for a complete listing of indications, contraindications, warnings, precautions, potential 
adverse events and directions for use.

Product referenced is approved for CE Mark.

Fast-Cath, ST. JUDE MEDICAL, the nine-squares symbol and MORE CONTROL. LESS RISK. are registered and unregistered trademarks and service marks  
of St. Jude Medical, Inc. and its related companies.

1



bsi.
By Royal Charter

EC Certificate - Full Quality Assurance System
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

No.

Issued To:

cE56L244
St Jude Medical
14901 DeVeau Place
Minnetonka
Minnesota
55345-2126
usA

In respect of:

The Design, Development and Manufacturing of sterile Pacing Cath&rs, Radao Frcquency
(RF) Ablation Catheters, Intuoducerc and Accessories, Guide Cathete6, Guidewires,
Resorbable Closure Deuices and non-sterile Radio Frequency (RF) Ablation Generators

on the basis of our examination of the quality assurance system under the requiremenb of Councjl Directive
93l42lEEC, Anne,< II exduding section 4. The quality assucnce system meets the requirements of the directive, For
the placing on the market of dass III products an Annex II section 4 cert ficate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Noufied Body Number 0086):

Frank Lee, EMEA Compliance & Risk Director

First Issued: 18 May 2010 Date: 11 March 2016 Expiry Date: 14 Mar€h 2021

making excellence a habitl
Page 1 of 1

Validity of this certific6te is conditional on the quality system being maintained to the requireftents of the Directive as demondrdted through the required
surveilhnce activities of the Notifi€d Body, This approval ercludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unl€ss specmca[y agreed with BSI.
This ce.tificate wd issued e&onically and ls bound by the conditions of the contract.

Information aod @ntact: BSI, Kiternark Court, Davy A\€nue, Knowlhill, Milton l(eynes MK5 8PP. Tel: + 44 845 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswic* Hiqh Road, London W4 4AL, UK-
A member of BSI Group of Companles.
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bsi.
Bv Royal Charter

EC Certificate - Full Quality Assurance System
Directive 93l42lEEC 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:

Date:

Issued To:

Subcontractor:

cE 561244
11 March 2016
st. ,ude Medic.l
14901 Deveau Placc
l-linnetonka
Mannesota
55345-2125
USA

,,ttj, Jr

ti

Kensey Nash Corporation
d.b.a. DSM Biomedical
735 Penn#vania Drive
Exton
Pennsyhrania 19341
USA

Animal suHanc€s
Manufacture

Lake Region Medical Ltd.
Butersland
New Ross
co. Wodord
Ireland

l.lanufacture

Lake Region Medical
3,10 lake Hazelune Drive
Chaska
MN 55318
USA

ConEol of Steri lization
Manufacture
Pac*aging

..making excellence a habitl

Infomation and Contact: BSI, Kitemark Court, Oavy Avenu€, Knowlhill, I'lilton Keynes MK5 8PP' Tel: + 't4 845 080 9000

&slAssurdnce uK Limited. regastered in England under number 7805321 at 389 Chiswick High Road, tondoi w4 4AL, uK'

A rErnber of BSI Group of Companies.

Page I of 6

service(s) supplied

3



bsi.
By Royal Charter

EC Certificate - Full Quality Assurance System
Directive 93142/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:

Certilicate No:

Date:

Issued To:

Subcontractor:

cE 561244
11 lilar€h 2016
St. Jude l.ledical
14901 Deveau Place
l.linnetonka
llinnesota
55345-2125
USA

s€rvice(s) supplied

Plo<us Corp.
55 Jewelers Park Drive
P.O. bx 677
Neenah
Wsconsin 54957
USA

Design
lreve]opment

St. Jude Medical Crordinauon
Center BVBA
The Corporate Village
Da Vincilaan 11 Box Fl
1935 Zaventem
Belgium

EU Repr€sentative
labelling
Packaging

...making excellence a habitl

Information and Contact: BSI, Kiternark Couft, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 845 080 9000
BSI Assurance t K Limitld, registered in EnghM und€r number 7805321 at 389 Chiswid High Road, London W4 4AL, UK.
A mernber of BSI Group of @.npanies,

Page 2 of 6

Plexus @rp.
2400 Millbrook Drive
BufFalo Grove
Illinois 60089
USA

I'lanufacture
Packaging
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bsi.
By Royal Charter

EC Certificate - Fu!! Quality Assurance System
Directive 93l42lEEC 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 :

Date:

Issued To:

Subcontractor:

cEs6t244
11 Mar€h 2016

St. ,ude Medica!
14901 Deveau Place
l,lannetonka
Minnesota
55345-2126
USA

service(s) supplied

St. lude Medical Costa Rica Ltda.
Edificio #214

calle 0, Ave. 2
zona Franca coyol
El coyol, Alajuela
Costa Rica

Manufacture

St. Jude Medical, Puerto Rico LLC

Gguas West Industrial Park
Caguas
00725
Puerto Rico

Manufacture

St. lude Medical
(Abial Fibrillation Division)
14901 Deveau Place
Minnetonka
Minnesota 55345-2126
USA

Manufacture

.making excellence a habitl

Informauon and cont cti BsI, Kiternar* court, Davy Av€nue, Knowlhill, Mihon (€ynes l'!K5 8PP. Tel: + 44 845 080 9000

BsI As$|ance IJK Limited, registered in England under number 7805321 at 389 Giswick High Road, London w4 4Al- uK
A rnernber of &SI Group of Companles.

Page 3 of 6
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EC Certificate - Fult Quality Assurance siJtill}il"'

bsi.

Directive 93l42lEEC on Medical Devicet Annex II excluding Section 4

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

cEs6t244
11 tlarEh 2016
St. Jude Medical
14901 Deveau Place
Minnetonka
Minnesota
55345-2126
USA

Subcontractor: Service(s) supplied

St. Jude Medical
(Irvine Biomedical)
2375 Morse Avenue
Irvine
Califomia 92614
USA

Manufacture

St. lude Medical
5050 Nathan Lane North
Plymouth
Minnesota 55.142

USA

Manufacture

Sterigenics US, LLC
1003 Lakeside Drive
Gumee
Illinois 60031
USA

Gamma Sterilization

..making excellence a habitl

Infofination and Contact: BSI, Kiterna* Cout, Davy Aveoue, Xnowlhilt, Mahon lcynes MK5 8PP. Tel: + .14 845 080 9000
BSI Assu6nce UK Umited, regi*ered in Enghnd under number 7805321 at 389 Chiswi& HiOh Road, London W4 4AL, UK
A mernber of BSI Gloup of Companies.

Page 4 of 6

Certificate No:

Date:

Issued To:
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bsi.
By Royal Charter

EC Certificate - Full Quality Assurance System
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

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

C€rtificate No:

Date:

lssued To:

Subcontractor:

cE 561244
11 itarEh 2016

St. ,ude iledical
14901 Deveau Place
l.lannetonka
Mannesota
55345-2126
USA

service(s) supptied

I l^'t
,,8i,, lf

Sterigenics US. LLC
u00 college Blvd
West Memphis
Arkansas 72301
USA

camma Sterilization

Sterigenics Ut LLC
275 South Quincy
Willowbrook
Illinois
ffi527
USA

ETo Sterilization

STERIS Isomedix Services
380 90th Avenue Nw
Minneapolis
Minnesota 55433
USA

ETO sterilization

.making excellence a habitl

Informauon and coitact: 8sI. Klternark cou( Daw Avenug Knonlhi[, Mlfton Keynes MKs 8PP. Tel: + ,t4 845 080 9000

esiAssunnce U( Limited, regi*ered in England under numb€r 7805321 at 389 Ciiswid( High Road, Loidon W4 4Ai- UK.

A nte nber of BSI Group of Companies,

Page 5 of 6
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b
EC Certificate - Full Quality Assurance SiJt8ffi'"'

s
a

l.

Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

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

Subcontracton

cE 561244
11 ilarch 2015
SL Jude Medical
14901 Deveau PIace
Minnetonka
Minne3ota
55345-2126
USA

Service(s) supplied

i{

f

Synergy Health Ireland Ltd
(Synergy Health - AST - Ireland)
IDA Business & Technology Park
Tullamore
@. Offaly
Ireland

ETO Sterilization

...making excellence a habitl

Information and Contact: BSI, Kiternark Court, Davy A'/enue, Knowlhill, I'lihon Keynes MKs 8PP- Tel: + 44 845 080 9000
BSI Assurance UK Umited, regi*ered in England under numb€r 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A me.nber of BSI Group of Companies.

Page 6 of 5

Certiflcate No :

Date:

Issued To:
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bsi.
By Royal Charter

Certificate No:

Date:

Issued To:

cE561244
11 ilarch 2016

St. Jude Medical
14901 Deveau Place
l.linnetonka
l.l innesota
55345-2126
USA

Date
Reference
Number

Action

18 May 2010 First Issue

21 March 2011 7610650
Transfer from another Notified Body of all the St. Jude Medical

Cardiology Division products from the 14901 Deveau Place,

Minnetonka, MN facility. Certificate Renewal

26 Aptil2Ol2 78t6453

Update the scope of the certificate to add RF ablation catheters

and RF ablation generators. Also addition of the significant
subcontractors for manuftcture: SJM AFD Minnetonka and SIM

Irvine Biomedical. Significant sutx:ontractor name cfiange from
Isotron to Synergy Health Ireland LTD.

22 November 2012 79t5693

Addition of St. lude Medical Costa Rica Ltda. and several locations

of Plexus Corp. to the list of significant subcontractors. Name

change of Sterigenics located in Gumee, Ill and West Memphis AR

to Sterigenics US LLC.

14 February 2013 7900352
Removal of St. Jude Medical, plahwah from the list of significant
sub@ntractors,

15 October 2013 8026882
Addition of St. lude Medical Plymouth as a significant
subcontractor for ma nuFacture.

12 lune 2014 81543t7
Typographical mnections to both Lake Region Medical significant
subcontractor listings.

,..making excellence a habitl
Page 1 of 2

Validity of this certificate is conditional on the quality system being maintained to the requiremerts of the Diredive as demonstrated throuqh the requked

sr.r"iit"n* 
"Clrities 

of the Notified 8ody. Thd approvil o<duaes-att proOucts designed and/or manufachrrcd by a third party on behalf of the company

narn€d on this cerbfi@te, unless sp€cifically agreed $,ith BSI.
This certiltcate was issued electronicnlly and is bound by the conditions of the contrad,

Information and Contact: 8SI, Kite.na* CouG Davy Avenue, Knowlhlll, Mihon Keynes MK5 8PP. Tel: + 44 845 0m 9000

BSI A.surdnce UK Umlted, registered in England under number 7805321 at 389 Chiswic* High Road, London w4 4At" uK.

A mernber of BSI Group of CornPanles,

EC Certificate - Full Quality Assurance System

Certificate History

7508960
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bsi.
By Royal Charter

EC Certificate - Full Quality Assurance System

Ceftificate History

certificate No:

Date:

Issued To:

cE56L244
11 March 2016

st, ,ude l{edical
14901 Deveau Place
Minnetonka
Minnesota
55345-2126
usA

Date
Reference
I{umbel

Action

16 March 2015 8297445
Addition of Packaging & Labelling to activities of St. lude Medical

Coordination Center BVBA.

07 December 2015 8433259
Addiuon of Sterigenics US, LLC, WillowbrmK IL as a significant
subcontractor for ETO sterilization.

11 March 2016
Certificate renewal. Update of scope. Subcontractors: SlM, Maple

Grove removed (fucility closed), Kensey Nash Corp. and Synergy

Health Ireland address corrections.

..makinq excellence a habitl
Page Z of 2

Validity of thts certificate is condiuonal oo the quality system being maintained to the requirements of the Directive as demonst"ated through the required

iu-rveifiance iairitia ot ure Noufied Body. Thid appnvit er.duaesltt p.oorcs desgned and/or manufachrred by a third party on behalf of the cornpany

nam€d on this certificate, unless spedficafly agreed with BSI.

This certificate wa6 issued eledronicaly aM is bound by tfie conditions of the contract.

Intormation and contact: BsI, xiterErk court, Davy Avenu€, Knowlhill, Mihon Keynes MK5 8PP. Td: + 44 845 080 9000

iiili.ron." Ui Ll"it"O, di*ered in England under numb€r 7805321 at 389 Chiswick High Road, Lo6on w4 4Al- UK.

A mernber of BSI Group d cornpaniS.

8487290
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Ii! sr. Iuor MrorcALIIT ,

SJM Declaration of Gonformity

St. Jude Medical
'14901 Deveau Place
Minnetonka, MN 5534S2126
U.S.A.

St. Jude Medical (SJM) hereby declares that the following SJM facilities and products corform to the applicable
provisions of the Council Directive 93/4ZEEC, Annex ll, Section 4. All supporting documentation is retained under
the premises of SJM. We declare no application has been lodged with any other notitied body for lhe same
products. This declaration is issued under the sole responsibilily of the manrracturer. This dedaration supersedes
any declaration issued previously for the same product(s).

Manufacturer Add ress:

European Representative:

Product Type:

Product and RO Number:

Classmcation:

GMDN Code(s,:

Original CE Mark Date:

(FQA u EC as ap$opriate) Cenncate No
and expiration dat€:

Applicable Quality System Standards:

Notlfied Body:

Notifisd Body Numbsr:

86480 Rev A
Template

St. Jude Medical Coordination Center BVBA
The Corporate Village
Da Vincilaan 11 Box Fl
1935 Zaventem, Belgium

lntroduc€l1s

Fast-C.th Hemoat si! lntrcducer
406xx, 4O7$o(

Class lla per Annex lX, Rule 6

58865

1994*

certificate No: cE 561244

Expiration Oale:'l 4MaA021

ISO 13485:2012

BSI
Kitemark Court
Davy Avenue
Knowlhill
Millon Keynes
MKs 8PP UK

0086

This canfidential docunEnt is the prcpefty of St, Jude lledial ard shall not be reprduced,
distibuted, disclosed or used without the ex$ess vrritten consert ot g. Jude Medicd,

SJil Percutanaous Cathobr lntroducer
404xxx

90067222 version F

Declaration of Conformity

Page 1 of2
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SJM Declaration of Gonformity

sis

r,/-fi4n->o/{
Kromenhoek lssue Date

Manager, Regulatory Affairs

*EU sales pre{ate CE Mark requirements, which were implemented country by country around 1994.

!i! sr.Iuor MEDrcAr-trt '

90067222 version F

Declaration of Conformity

Page 2 of 286480 Rev A
Template

This cotfidential docunefit is ttP- propefiy ot St. Jude Medi@l aN shall rpt be reprcdued'
distibu@, disdosed or used wilhout t E exprBss w'rrren corser of St, Jude fulsdicel.
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