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Standard Ablation Catheters

Ordering Information
7 F ablation catheter (1 unit per box)

Therapy™ Ablation Catheters 
4 & 8 mm Tip Thermocouple  
Quadripolar
7 F

Product Highlights
 � Uni-directional steering

 � Thermocouple temperature measurement

 � Push/pull handle

Reorder  
Number Description

Electrode  
Spacing (mm)

Tip Electrode  
(mm)

Band Electrode  
(mm) Curve Type

Usable 
Length (cm)

83302 1304-7-25-M-TE8 2-5-2 8 2 Medium 110

83306 1304-7-25-L-TE8 2-5-2 8 2 Large 110

83309 1304-7-25-L-TE8A 2-5-2 8 2 Large 110

83311 1304-7-25-XL-TE8A 2-5-2 8 2 X-Large 110

83312 1304-7-25-XL-TE8 2-5-2 8 2 X-Large 110

83404 1304-7-2-M 2 4 2 Medium 110

83405 1304-7-25-M 2-5-2 4 2 Medium 110

83408 1304-7-25-L 2-5-2 4 2 Large 110

83411 1304-7-25-E 2-5-2 4 2 Extended Reach 110

83413 1304-7-2-F 2 4 2 Far Reach 110

83417 1304-7-25-XL 2-5-2 4 2 X-Large 110

83432 1304-7-25-S 2-5-2 4 2 Small 110

Required Catheter Connecting Cable – Page 164

SJM: 85641

Stockert: 85713, 85709

Medtronic: 85711, 85708
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Standard Ablation Catheters

Ordering Information
7 F ablation catheter (1 unit per box)

Therapy™ Ablation Catheters 
4 & 8 mm Tip Thermistor 
Quadripolar
7 F

Product Highlights
 � Uni-directional steering

 � Thermistor temperature measurement

 � Compatible with EPT-1000 XP generator

 � Push/pull handle

Reorder  
Number Description

Electrode  
Spacing (mm)

Tip Electrode  
(mm)

Band Electrode  
(mm) Curve Type

Usable 
Length (cm)

83453 1304-7-25-S-TH 2-5-2 4 2 Small 110

83456 1304-7-25-M-TH 2-5-2 4 2 Medium 110

83459 1304-7-25-L-TH 2-5-2 4 2 Large 110

83462 1304-7-25-XL-TH 2-5-2 4 2 X-Large 110

83477 1304-7-25-L-TE8-TH 2-5-2 8 2 Large 110

83481 1304-7-25-XL-TE8-TH 2-5-2 8 2 X-Large 110

Required Catheter Connecting Cable – Page 164

EPT: 85763
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bsi.
By Royal Charter

EC Design-Examination Certificate
Directive 93l42lEEC on Medical Devices, Annex II Section 4

No.

Issued To:

cE 65957

Irvine Biomedica!, Inc,
a St. ,ude Medacal Company
2375 Morse Avenue
Irvine
cA 92614
USA

In respect of:

Therapy'", Therapy" Dual-8'" and Therapy'" PLUS Ablation Cathet€rs using one ablating tip
electrode with and without temperature sensors.

BSI has performed a design examination on the above devies in accordance with the Council Directive 93l42lEEC,
Annex II Section 4. The design conforms to the requirements of this directive. For markeung of these producG an
addiuonal Annex II excluding Section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number @86):

I

./ rtn dr**.
Stewart Brain, Head of Compliance & Risk -
Medical Devices

First Issued: 2OO2-O5-27 Date: 2017-05-25 Expiry Date: 2022-05-26

..making excellence a habitl

Page 1 of 3

Validlty of $is certificate is condiuonal on the quality qatem being maintained to the requirem€nts of the Diredive as dernonstrated through the required
surveillance activities of the Notilied Body.
This certificate was issued eledonically and is bound by the conditiofls of the conEad.

n f
.,r , 1!

Info.rnation and @rtacE BSI, Kiterna* Couft, OaW Altrue, Kno lhif,, MihDn lcynes MK5 8PP. Td: + 44 345 080 9(x)0
BSI Asqrrance UK LimiEd, registered in Eoghnd under number 7805321 at 389 Oriswid Hilh Road, l-ondon W4 4AL, UK.
A mernber of BSI Group of Companies.
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bsi.
By Royal Charter

EC Design-Examination Ceftificate

Supplementary Information to CE 65957

issued To:

Notes

Irvine Biomedical, Inc,
a St. Jude Medical Company
2375 Morse Avenue
Irvine
cA 92614
USA

Electrophysiology and ablation catheters

(l) - Number of electodes, from 1 to 14
(2) - Outside Diameter in Frendr size, from sFr to 9Fr
(3) - Interelectrode spacing, these are wriable
(4) - Curve configumtion.

is] - uoaincation Code (specifie usable length, tip/band electrcde length, and the number

of temperature sensors
(6) - BD designation will only be present on bidirectional deflection catheters

First Issued: 2OO2-o5-27 Date: 2017-05-25 Expiry Date: 2022'05-26

..making excellence a habitl

Page 2 of 3

Valtdity of Btis certificate is conditonal on the quality system being maintained to the requirements of the Directive as demondrated through the rcquired

$^€illance advities of the Ndified Body.
Thts certillcate was issued dedfikdv and ls bound by the condidons of the contrad.

tnfo|matiro and co|1tad: BSI, rcter€r* Court, Davy A\€nue, Knowthill, Mihon lcynes MKs 8PP Id: +'14 345 080 9000

Aiilsspnn." UX L;,nituO, reiisterea h gnqbnd ,nder number i605321 at 389 Orisl,vkk High Road, Lofldoo W4 4Al. UK.

A ,n€rnb€r of BSI Group of Cornganies.

Model Model No:

Therapyfr, Therapyn Dual-8rM and Therapyn
PLUS Ablation Catheters without temperature
sensor

17)0( (r)-x(2)-x((3)-x(4)-rc( X(s)-BD(6)

Therapyfl, Therapym Dual-8m and Therapy PLUS

Ablation Catheters with temperature sensors (two
maximum)

13rc( c)-X(2) U(3)-X(4)-}C( X(5)-BD(6)
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bsi.
Bv Royal Charter

EC Design-Examination Certificate

Supplementary Information to cE 65957

Issued To: Irvine Biomedical, Inc,
a st. tude Medical ComPanY
2375 Morse Avenue
Irvine
ca 92614
USA

Ceftificate History

ActionRefelence
NumberDate

Original Issue10035311

Modifications to existing devicet004954430 April 2003

Change of address

New certificate format
1005921809 July 2004

Therapyn PLUS Gtheters added to the scope
10083251

10083250
12 February 2007

Renewal and text change in the scope1008783924 April2007

Certificate renewalL0t3404704 April 2012

Correct certificate to add the Thecpy Dual-8 name to the scope1014585828 March 2014

DuPont Tyvek Medical Trdnsition Project update.25 August 2015

Certificate Renewal1016958725 May 2017

First Issued : 2OO2-O5'27 Date: 2017-05-25 Expiry Date: 2022-05-26

...making excellence a habitl

Page 3 of 3

validity of this certificate is condttonal on the quality synem being maintained to the require.nents of the Dlrective as dernonslrated thouqh the required

slr'/eillance aciivites of tJle tldfied Body.
'ttrs certifiGte ltas issued €kfii:dly and is bound by the coodldons of t,le conEad'

Infurmatbn and contad: BsI, Kiternalk couft, Davy A\.enue, xnowlhil, MiiEfl (eynes MI(5 8PP. Tel: + ,14 345 080 90(x)

u$ A;;il ui t .it"d, reii*ered In enguna ,nd€r number 7805321 at 3A9 Gisa{i* Hiqh Road, London w4 'tAl-, uK

A m€rnber of BSI Group of Cornpanl5.

27 May 20O2

Name change to include "a St. Jude Medical Company"

10156926
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Irl ^rar )T.rr! fuor Mrorcnr

Producl Typa:

Product l{am€(s):

fodel and Model Number(s):

Clarlflcatlon:

G Dt{ Code(s):

Odglnal CE tlark Dde:

EC Ge mcdo o:

Appllcabb quality Syst m St nd.rds:

M8002511 Ver. J
Declaration of Corfomity

SJll D,eclaration of Conformlty
Therapyil, Therapyil Dual€il and Therapy PLUS Abhtion Cathot l:

St. Jude Medical (SJM) hereby doclaras thal the following SJM facilities and products conform to tte applicable
provisions of ./qrnex ll of the Medical D€vice Oiroc-tive (MDD) 93/4ZEEC. All supporting documentation is retained
under the premises of SJM. W€ declare no application has been lodgBd with any other notified body for the same
Foducts. This dedaraton is issu€d under th€ sole responsibility of the manufacturcr. This dedaralion sup€E€des
any d€daElbn issued previously for the sam€ produc(s).

Manufacturer Addr€ss: lrvine Biomedi€l, lnc.
a St. Jude Medical Company
2375 iibrse Avenue
lrvine, CA 92614, USA

Eu.opoan Repressntalive: St. Jude Medical Coordination Center BVBA
Tt|e Corporale Village
Da Vincilaan 1l Box Fl
'1935 Zaventem, Belgium

Electrophysiology and Ablation Calhete6

Therapyr, Therapy Dual{ and Tharapy PLUS
Ablation Catheters
Therapy , Therapy Dual4 and Therapy PLUS
Ablation CalheteG without lemprature sensor

12C(r)_X{r)_XX(3LXr)_g {s)-gp{s)

Therapy , Therapy Dual€ and Therapy PLUS
Ablation Catheters with temp€rature sensors (tr,w maximum)

r 3XXoLlrLXX3)-la)-rc( X(s)-BD(e)

Notes:
(l) - Number of dectrode, from I to 14
(2) - Outside Diameter in French size, sFr to gFr
(3) - lnterel8clrode spacing, thes6 are variable
(4) - Curve configuration
(5) - Modification Code (sp€ciflos usable lerEth, ti band

eloc-lrods lsnglh, and tho numbor of temperature s€nsors
(6) - BD designation will only be presenl on Mire€tional

deflectbn catheters

Class lll, Rule 7 according to Annex lX of lhe MDD 3l42fEEC

61785

27 May 2OO2

Cen icate No: 65957
Expiration Date: 26 May 2On
ISO 13/85:2003

86480 SJM D€daration of Corformity Tomdalo R€v B PaSe I of 2
This @tfidefilid denern is tB ptqp€,ly d Sl" Ju& ,Ni@l aN ddl not b reprcdu6d,

distibu,ad, dl8do8€d d u8€tl vtttbut tl,€ ex,/ass *rrlra, coase/rf of St Jude tutgdtcd.
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!3! sr.Iuor MEoIcnrITT

M800251 l Ver. J
Declaration of Corformity

Notified Body:

otifi€d Body Number:

Signature

ie Stefaniak

BSI
Kitemark Court
Davy Avenue
Knowlhill, Milton Keynes
MKs 8PP UK

0086

Place and lssue Oate: lrvine, Califomia US

Manager,

8e€o SJM Declaration of Corformity TemPlate Rev B Page 2 d 2

This @tfkbrnbl doo.med ts tlif Ptwtly of St. Jude ,lbdkd aod 8ll€l 
'tol 

b reptoclud'
(tistibuMt, dis{j,o{tr,d ot urtr,d iritttout tlo oxge$ writlen @t8tr,nt ol g' Ju& tt,6dicd'

# lnilvpq
Affairs,

7


		2022-01-25T12:18:35+0200
	Moldova
	MoldSign Signature




