
III ^
:ll sr.f uDE MED[CAL

SJM Declaration of Conformity
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Manufacturer Address:

European Representative:

Product Type:

Product Name(s):

Modeland Catalogue
Number(s):

86480 SJM Declarat on of Conformity Temptate Rev D

lrvine Biomedical, hc.
a St. Jude l\redical Company
2375 Morse Avenue
Jrvine, CA 92614, USA

Sl. Jude [,4edicalCoordination Center BVBA
The Corporate Village
Da Vincilaan 11 Box F1
1935 Zaventem, Belqium

See Table below

See Table below

Model, Type Catalogue
Number

Product Name

1010-6-28-SC,
Fixed CLrrve Diaqnoslic Catheter

lB "80003 lnquiryrM Flxed
Curve D agnostic
Catheler1008-6-5(45)25-J 1-TE 1 B E2(SOFT,

Flxed Curve D aqnosiic Catheter
t8t,80043

1010-5-28-SC
Fixed Curve Diaqnoslic Catheter

iBt-80063

1010-5,28-SC(60CM),
Eixed Curve Diaqnosirc Calheter

B -80064

1010-6-28-SC (SOFT),
F xed Curve D aqnosiic Catheter

lBt-80139

1 01 0-6-2B,SC-TE2BE2(6s)(SOFT),
Fixed Curve Diaqfoslic Catheter

t1t-80142

1004-6-5-C-48E,
Fixed Curve Diaqnost c Calheter

lBl-80250

1004-6-5-J 4BE,
F xed Curve D acrnostic Catheter

tBt-80251

1004,6- 10-C-48E,
Fixed Curve Diaqnosllc Catheler

B -80253

T004-6-10 J 4BE
F xed Curve D agnostic Calheter

lBt-80254

1004-6-25-J.
Fixed Curve Diaonoslic Catheter

lBl-8040s

1004-6-5-J,
Fixed Curve Diaqnosl c Catheler

lB 80406

1004-6-5-C,
Fixed Curve Draonostic Catheter

t8t,80409

1004 6-5,D,
Fixed Curve Diaqnoslic Catheter

lBt-80412
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1004-6-10-J
Frxed Curve Dlagnosl c Calheler

tBt-80413

1 004-5-5-C(HtS) (SOFTI
Fixed Curve Diaqnosiic Catheter

lBt-80440

1004 5-25 J,
Fixed Curve Diagnoslic Catheter

Bl-80452

1004-5-5-J,
Fixed qurve Diagnoslic Calheter

tBt-80453

1004-5-5-C,
Fixed Curve Dlaqnost c Catheter

tBt-80456

1004-4-5-C,
F xed Curve Diaqnostic Catheter

lBt-B0465

1004-4,25-C,
Fixed Curve Diaqnosiic Catheter

tBt 80466

1404-4-5-J,
Fixed Curve Diagnostic Catheler

B -80468

1AO4-4-25-J,
Fixed Curve Diaqnoslic Catheter

lBl-80.169

1 004-6,5-C(HtS) (SOFTI
Fixed CLrrve Dlaqnoslrc Calheter

tBt-80515

1004-4-5-C(H tS),
Fxed Curve D aonostic Catheter

lBl-80567

r ooa o-s-1. .-Lze.2- Fet€o.7-o
Fiied Curve Diaqnoslic Cathelel
r0lO-/i-h,.0i cl-tE.Bt2 | a-sorz.
Fi' ed Cu, ve Diaqnostrc Catheter
1004-5-5-D-TE2BE2,
Fixed Curve Diagnosi c Calheler

tBl 80575

1006-5-5-J1 (SOFT),
Fxed Curve Draqnost c Calheter

t8t,80627

1008-6-2 C,
Fxed Curve D aqnostic Catheter

18r,80804

11'10-6 25-tvt,
Steerable Diagnostic Catheter

lBt-81102 lnqu ryrM
Steerable
D agnoslic
Calheter

1110-6-25-1,
Steerable Diaqnoslic Catheler

Bl-81104

1110-6,25-XL
Steerable Dia!tnostic Calheler

tB -81105

1110-6-5 L,
Steerable D aqnosiic Calheler

lBt-81107

1120-7 17-H,
Sleerab e Diagnoslic Catheter

tBt,B1120

1121-7-17 H-SC
Steerqble Diagnosi c Catheter

tBt-al121

1124 7 271-H,
Steerable Diaqnostic Catheler

Bl-8112.1

1110-7 -291-H,
Sleerable Diagnostic Catheter

lBl-81125

1 110-7 -291 -HL
Sleerab e D aqnoslic Calheter

tBt-81126

1120-7-19 HL,
Sleerable Diagnosl c Catheter

tBt-81130

1124-7-291 HL,
Steerable Diagnostic Catheter

lBi-81134

Ih:s -ontdpntial clo, un-., " tr. prcDe.l\ o! St ttdp M,..Jt. dt a , shct,nat be tup,odu..a
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1120-7-5-HL-UP.
Sleerab e D agnoslic Calheter

tBt 81136

r'

1120,6-17-HJ (SOFT)
Sieerable Dia!lnostic Catheler

18t,81144

1110,5 2,[4,
Sleerab e Diaqnostc Catheter

tBt-81171

11 10-5-25-tvt,
Steerable Diaqnostic Calheter

B -81172

T 110-5-25-1,
Steerable Diaonostic Catheler

rBr-81174

11 1A "6-2-Ll-IE2BE2.
Steerable D aqnoslic Calheter

tBt-81199

1 120 7 -2-1A-XXL
Steerable Diaqnostic Catheler

IBI 81202

1120-7-5-SL,
Steerable D aqnoslic Catheter

lBta1207

1120-7 -25-SL,
Steerable Diaonostic Catheter

lB,8'1209

1120-6-13-11,
Sleerable Diaqnoslic Calheter

tBt-81213

1120-6-13-lvr1
Steerable Diaqnostic Catheter

B 81214

1120-6-5-HSE(95),
Sleerab e Diaqnoslic Caiheter

tBt-81221

1110-5-2(50)3-XL,
Steerable Diaqnostic Catheler

B -81223

1 1 10-5-2(30)3-M,
Sleerab e D aqnosl c Catheter

tBt-81224

1110-6-25-X11,
Steerable Diaqnosiic Calheter

B)-81226

1104-6-25-M
Steerab e D aqnosl c Catheter

tBt-81402

1104-6-5-N4
Steerable Dia!tnostic Calheler

lB -81403

T 10.{-6-25-1,
Sleerable Diaqnost c Catheter

tBt-81404

1104-6-5-1,
Steerable Draclnostic Calheter

tBt-81405

1104-6-5-XL,
Steerable Diaqnostic Catheter

tBt 81417

1104-6-25,X1
Steerable D aqnostic Calheter

lBl-81418

1104-5-25 M,
Steerable Diaqnostic Catheter

tBtaMT2

1104 5 5-N/,
Steerable D aonost c Catheter

rB -81473

1104-5-25-1,
Steerable Diaqnostic Catheter

1Bl-a1474

1104-5-s-E(H S)(SOFr)
Sleerable D aqnosllc Calheter

tBt-81483

'l 104-6-5-11-TE2BE2,
Steerable Diaqnostic Catheler

Bt-81491

1110-6 5,M-TE2BE2 BD,
Sleerab e D agnosl c Catheter

rBr-81501rd11
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1 108,6,25-11-BD-TE2B E 1 (SOFTI
Steerable Dlagnostic Calheler

Bt-81516

1"

l

1 1 10-6,2-XL-TE4BE4,
Steerable Diagnost c Catheter

lBt-81520

1 105-5-5(170)-M/L-TE 1 B E2 (SOFT),
Sleerable D agnostic Calheler

tBt,81521

1'110-6-2-L-TE4BE4
Sleerab e D acrnosl c Catheter

18t,81524

1 1 10 5-2(170)170-C1(HtS)-

Sleerab e Diagnosltc Calheter

tBl-81526

1110-4-2-M,
Steerable Diaonostic Catheter

iBt-81530

11 10-4-25-M,
Steerable Dtaqnostic Catheter

B 81537

1110-4 25-L,
Steerable D a.tnoslic Calheter

tBt-81532

1110-4 5-1,
Steerable Diaqnostic Catheter

tBt-81534

1110-4 25-n4(SCX60),
Steerable Diaonostic Catheler

Bt-81537

1104-4-25-M,
Sleerable D agnoslic Calheter

lBr-81540

11A4-4-5-M,
Sleerable Diaonostic Catheter

t8t-81542

1104-4-25-L,
Steerable Dia.rnostic Catheler

Bt 81543

1110-s 3(170)50,[/,
Steeralrle Draonostic Calheter

tBt-81557

1106-6-5-E
Sleerable Diaqnosttc Catheter

18t,81603

r r ro-s zs-v1sc1 lsorr),
Steerable Diaqnostic Catheter

tBt-81721

1 1 1 0-5-2 8-l\,{/L (SOFT),
Steerable Diaqnostic Catheler

lB -81730

1110 s-25-L (SOFT),
Sleerable D aqnoslic Calheter

tBt-81734

1110 s-5-L (SOFT),
Sleerable Diaqnosi c Catheter

tBt-81735

1 1 1 0,5-5(22)5-t\4/L (SOFT),
Steerable Diaonostic Catheler

B -81736

1107 -5-25\170)-L1,
Sleerable D aqnostic Calheier

18t,81762

1108,6-2-[,1,
Sleerable Diagnosl c Catheter

tBt-81801

1108-6 2s-rvt,
Steerable Diaqnostic Catheter

Bt 81802

1108-6-2-1,
Sleerable Dlagnostic Catheier

tBt 81807

1108-6-25,1,
Sleerab e D aonosltc Catheter

lBt-81809

't 108-5-2-t\,4,
Steerable Diagnostic Calheler

18t"81871

e N4'
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1108 5-25 M,
Steerable Diagnostic Calheler

tBt-81872

1 1 10-6-25,1 (SOFT),
Sleerable D agnoslic Calheter

lBt-81945

1110-6-5,M/L (SOFT),
Sleerable Diaqnoslic Calheter

lBl-81947

t'110-5-5-AF2o,
D agnostic Catheter

tBt-81674 lnqulryfu

Diagnostic
Catheier

1 120-7-1 (2.5)-SN44F2O
Diagnostic Catheter

tBt 81587 lnqu ryrM

Diagnoslic
Catheter

1 1 T4-7-14,SM AF15_8E.6,
Diagnostic Catheter

r8t,81590

1 110-7,3 5-SM-AF15,
D agnostic Catheter

tBt-81594

T 110 7-5,SM-AF20,
Dagnostic Catheler

18t,81595

1 1 10-7 -27 -SM-AF21 ,
D agnosiic Catheter

tBt-81596

1110-7,8-SI\4,AF25,
Dagnostic Catheler

tBt-81599

r t t o-s-s-sv-nrzo,
D agnostic Caiheler

lBl-81673

1110-5-3.5 SM-AF15,
Dagnostic Catheler

lBt-8T 680

I t zO-Z-l 121-Strl-ArzOOL
Dagnostic Catheler

lBr-87007

1120-7 4-St\t,AF2oDL,
Dlagnostic Catheler

tBt-87008

rro-r s-sv-qr:oEt- -- - T 02:
qE!nost c Catheter
r rto-z-:-sv nrtsee,
Dlagnost c Catheler

D481023

1 1 20-7,1 (2.5)-SM,AF20EB,
Diagnost c Catheler

D487024

1120-7-l (a 5)-sta-oPl 2s-EBi
Diaclnost c Catheler

tBt-81659 InquiryrM
Optim6,,,
D agnost c
Calheter

'l 120-7-1 (7)-Slvt-OPT30EB,
Dra!lnost c Catheler

tB -81664

1 1 20-7,1 (4.5)-S[4-OPT25,
Diagnosllc Calheter

lBt-81683

1110-7-7 SM-OPT25
_Q!g!osllc Carheter

lBl-81687

1110-7 7,SM OPT25EB,
DiagnosUc Calheter

tB -81767

1 124-7-1 (4.5)(20X3)-Sl,l-crpT2a
Diagnostrc Calheter

lB -81717 lnquiryr
Optimard PLUS
Diagnostic
Catheter

1 01 0-cv-6-5-J-TE4BE4,
Cardioversion Catheter

tB -80993 lnquiryrM
Cardioversion
Fixed Curve
Calheter

Tht\, anhdentLt .JaLDn.n. t . the atapen. al St_ ruod Mad.. tt drJ . hc_t tnt bL t-pta.tl. add6t,'DuL-o d.-.ta-?do.us-)\^rnonlhc?,p,p s4t4t-nco._-nto,St td- ttt4otrdt
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Classification:

GIMDN Code{s):

Original CE Mark Date:

EC Certificate No and
expiration date:

Applicable Quality System
Standards:
Notified Body:

Notified Eody Numberl

Signature:

Class ill, Rule 7 accord ng to Annex lX of the l\4DD g3l42lEEC.

46355

26 Sep 2A02

Certficate Noi CE 69920
Exp ralion Datet 25 Sep 2022

ISO 13485:2016

8Sl Group The Nethertands B.V.
Say Building
John M. Kaynesple n I
1066 EP Amsterdam
fhe Netherlands

2797 (Traceable to NB number0086 BSt Reference 7781598)

ETTLAXl

2020.04.24 07:50:5 7 -05'00'
lssue Date

n rlil..t'' /
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Lega Manufacturer
Adam Eltl
I\4anager, Regulatory Affairs
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1 1 10-CV-6-2,1-TE4BE4
Cardiovers on Catheter

lBr-81997 lnqu ryrM

Cardioverslon
Steerable
Catheier

r r r+,cv-z-a1eo1:-t-re+ae4
Cardioversion Calheter

iBt-B1998
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Steerable Diagnostic
Inquiry™ Electrophysiology Catheters 
Quadripolar
6 F

Product Highlights
�� Variable electrode spacing for pacing and recording

�� Multiple curve configurations for ease of placement

�� Push/pull handle for steering control

�� 2 mm band electrodes

Ordering Information
6 F steerable diagnostic catheter (1 unit per box)

Reorder Number Description Electrode Spacing (mm) Curve Type Usable Length (cm)

81402 1104-6-25-M 2-5-2 Medium 110

81403 1104-6-5-M 5 Medium 110

81404 1104-6-25-L 2-5-2 Large 110

81405 1104-6-5-L 5 Large 110

81417 1104-6-5-XL 5 X-Large 110

81418 1104-6-25-XL 2-5-2 X-Large 110

Required Catheter Connecting Cable – Page 122

Reorder Number Model Number Description Length (m)

85953 1904-SA 4-Pin Diagnostic Connecting Cable 1.5
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