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Steerable Diagnostic

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

Inquiry™ Electrophysiology Catheters 
Decapolar
5 F

Product Highlights
 � Variable electrode spacing for pacing and recording

 � Multiple curve configurations for ease of placement

 � Push/pull handle for steering control

 � 1 mm band electrodes

Reorder Number Description
Electrode  
Spacing (mm)

Tip Electrode  
(mm) Curve Type

Usable  
Length (cm)

81171 1110-5-2-M 2 1 Medium 110

81172 1110-5-25-M 2-5-2 1 Medium 110

81174 1110-5-25-L 2-5-2 1 Large 110

81223 1110-5-2(50)3-XL 2(50)3 1 X-Large 110

81734 1110-5-25-L (soft) 2-5-2 1 Large 110

81735 1110-5-5-L (soft) 5 1 Large 110

81736 1110-5-5(22)5-M/L (soft) 5(22)5 1 Medium/Large 110

81721 1110-5-25-M(SC) (soft) 2-5-2 1 Medium(SC) 110

81730 1110-5-28-M/L (soft) 2-8-2 1 Medium/Large 110

Required Catheter Connecting Cables – Page 122

Reorder Number Model Number Description Length (m)

85954 1910-SA 10-Pin Diagnostic Connecting Cable 1.5

85930 1910-S 10-Pin Diagnostic Connecting Cable 1.5

85942 1910-S 10-Pin Diagnostic Connecting Cable 2.5
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Steerable Diagnostic
Inquiry™ Electrophysiology Catheters 
Decapolar
6 F

Product Highlights
 � Variable electrode spacing for pacing and recording

 � Multiple curve configurations for ease of placement

 � Push/pull handle for steering control

 � Bi-directional Steering model

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

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

81102 1110-6-25-M 2-5-2 Medium 110

81104 1110-6-25-L 2-5-2 Large 110

81105 1110-6-25-XL 2-5-2 X-Large 110

81107 1110-6-5-L 5 Large 110

81520 1110-6-2-XL-TE4BE4 2 X-Large 110

81524 1110-6-2-L-TE4BE4 2 Large 110

87006 1110-6-25-M/L(SOFT) 2-5-2 Medium/Large 110

81945 1110-6-25-L(SOFT) 2-5-2 Large 110

81947 1110-6-5-M/L(SOFT) 5 Medium/Large 110

81504 1110-6-5-M-TE2BE2-BD 5 Medium 110

Required Catheter Connecting Cable – Page 122

Reorder Number Model Number Description Length (m)

85954 1910-SA 10-Pin Diagnostic Connecting Cable 1.5

85930 1910-S 10-Pin Diagnostic Connecting Cable 1.5

85942 1910-S 10-Pin Diagnostic Connecting Cable 2.5
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bsi.
EC Design-Examination Ceftificate
Directive 93l42lEEC on Medical Devices, Annex II Section 4

Expiry Date: 2022-09-25

...making excellence a habitl

Page 1 of 6

1{o.

Issued To:

cE 69920

Irvine Biomedical, Inc.
a SL ,ude Medical Company
2375 Morse Avenue
Irvine
cA 92614
usA

In respect of:

Inquiry-, Inquiry" Afocus, Inquiry" Optima* and Inquiry" Optima" PLUS Diagnostic
Catheters and Inquiry" Cardiovercion and Cardiovercion U Catheters

BSI has performed a design examination on the above devices in accordance with the Council Directi\e 93l42lEEC,
Annex II Section 4. The design conforms to the requirements of this directive. For marketing of tfEse products an
addiuonal Annex U excluding Section 4 certificate is required.

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

t

./ l" dra*.
Stewart Brain, Head of Compliance & Risk -
Medical Devices

First Issued: 2002-09-26 Date: 2017-09-22

Validity of thb (ertificate is coiditbnal on the quality q6tern being maintained to the requir€fi€nts of the tiredive as dernonffied tirough the requiEd
surveillance activities of the Ncdfed Body.
This certiS6te was issued ehdonically and is bound by the conditions of the coofad,

Information and @ntact: BSI, Kitemark Court, OaW Awnue, Knowlhill. Milton Keynes M(5 8PP. Teli + 44 345 080 9000
8SI Aserrance UK Umited, regi$ered in England under number 7805321 at 389 Olisrvick High Road, London W4 4AL, UK.
A m€rnber of BSI Group of Cornpanies.

By Royal Charter
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bsi.
EC Design-Examination Certificate

Supplementary Information to CE 69920

Issued To: IrYine Biomedical, Inc.
a St. lude Medical Company
2375 Mors€ AYenue
Irvine
cA 92614
USA

Date: 2017-09-22

By Royal Charter

Expiry Date: 2022-09-25

...making excellence a habitl

Page 2 of 6

Valktity of this certificate is cooditional on the quality systern b€ing maintained tD tie rcquircfi€nts d tie Diredive 6 detnoodrdt€d through Bl€ rcqulred

grrveilhnce adn/ities of the Nob'fied Body.
This cefificate ryas lssued eledonically and is bound by the conditions ofthe contrad.

Information and Contact: BSI, Kiternark Court, Davy Avenue, Knowlhill, Mllton lcynes MKs 8PP Tel: + '{4 345 080 9000

BSt As$rdnce UK Umited, registered in England under numbef 7805321 at 389 Chis:r,rick Hlgh Road, London w4 4AL, UK.

A n*rnber of BSI Group of Companies.

n
F, i, lt

nostic Catheters

nostic CathetersulI '" Fixed Curve

Model Numbers: 10x{(1) -x(2) -x(3) - x(4) - x(s)

nostic Catheters'" SteerableIn

Model Numbers: 11rc((1) -X(2) - X(3) - X(4) -X(s)

Cardioversion Catheters

'* Fixed Curve Crrdioversion CathetersuiI

Model Numbers: 10rc((1) -CV-X(2) -X(3) - X(4) - X(s)

'" Steerable Cardioversion CathetersI u

Model Numbers: 11X((1) -CV-X(2) - XG) - X(4) -X(s)

Notes

X(tt) - lsfines the number of from 1 to 30

- is the outside diameter in French sizex(2) from 4Fr to 7Fr

these are variableXG) - i5 ths electrode
X(a) - defines the curve configuration.
For Cardioversion Catheters, curve configurations include "C","CL", "SCl'| "1" and two additional

sha

First Issued: 2002-09-26
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bsi.
EC Design-Examination Ceftificate

Supplementary Information to CE 69920

Issued To:

First Issued : 2002-09-26

Irvine Biomedical, Inc.
a St. Jude Medical Company
2375 Morre Avenue
Irvine
cA 92614
usA

Date: 2017-09-22

By Royal Charter

Expiry Date: 2022-09-25

..making excellence a habitl

Page 3 of 6

Valldity of this certificate is co.ditional on the quality sy$em b€ing maintained to the r€quiren€ots of tie Dredive 6 d€rnonsEated th.olgh the r€quired
qrrv€ilhnce a{tivities of the Ndifrd Body.
This certifi@te w6 issred ele(tooically and is bound by the condfioos of tie coattrad.

Information and Contact: BSI, Kitemark Court. Davy Avenue, Knoyelhill, Miltln Keynes MK5 8PP. Td: + 44 345 080 9000
BSI As$rance UK Limited, regi*ered in England under number 7805321 at 389 Olisu,ick High Road, London W4 4AL, UK.
A member of BSI Goup of Co.npanies.

l(s) - 6;i6y5 modifiers including but not limited to:
. Useable length is specified if it's not 110cm (from 60 cm to 130 crn). TE'X" - tip electrode length where "X" is between 1 mm to 4 mm
. BE'X" - band electrode length where "X" is between 0.6 mm to 4 mm
. POS - Pin out Shrouded
. SOFT - Soft tube
. AF - AFocus
. OPT - Optima
. AB - all braided tubing
. EB - extended bnid tubing
. BD - bi-directional steering
. DL - double loop
. H'X"(40-50 mm nominal) - H-Curve TV Steerable Diagnostic Catheter curve

configurations include H, HJ, and four additional shapes

Cv desiqnates Cardioversion
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bsi.
BV Royal Charter

EC Design-Examination Certificate

Supplementary Information to CE 69920

Issued To: Irvine Biomedical, Inc.
a St, ,ude Medical Company
2375 Morse AYenue
Irvine
cA 92614
usA

Ceftificate History

Reference
Number

ActionDate

First Issue10039964200226

Addition of I with 0.6 mm band electrodesul1005123821 ust 2003

of address New ceftificate formatCha1005921809J 2004
InquiryrM Optima* and BFdirectional catheters added to the

1006109320 August 2004

10072850 '" Cardioversion CathetersAddition of In23 Janua 2005

Inquiry " Optima" PLUS Diagnostc Catheter added to the
1007831613 March 2006

Cardioversion II Catheters added to theuiI1008030012 October 2006

Name change to include "a St. lude Medical Company"1008325112 February 2007

10089753 Certificate renewalust 2007L7

Removal of the refurence'IBI' th the certificate10091579ber 200727

Addition of 'All Braid" shaft to the Inquiry- catheters. Clariry

modification code to be more1009826227 June 2008

Addition of Inquiry" H-Curve TV Steerable Diagnostic

CathetersL009897716 September 2008

First Issued: 2002-09-26 Date: 2017-09-22 Expiry Date: 2022-09-25

...making excellence a habitl

Page 4 of 6

validity of this cefificate is conditional on the quality slstem being maintained to the requircments of the Diredive as d€monstrated $rolgh $e required

nrr',/eillance ad,vities of the Notified Body.
Thls cer!'ficate vr6 is$ed ele&oohally and is bound by the conditions of the aorltsad'

Inio.matbn and Cont d: BSI, Kitetnark Court, Davy Av'enue, KnowfiriI, Mllton l(eynes MX5 8PP' Tel: + '{4 345 080 gofi)

eiiAssr-ri;; UK Lirn"d, reili*ereO n rngUnU u;der number 7805321 at 389 Oiswi* High Road, London W4 4Al- UK

A mernber of BSI Grwp of Compani6
6



b
EC Design-Examination Certificate

s
a

l.
By Royal Charter

Supplementary Information to CE 69920

Issued To: Irvine Biomedical, Inc.
a St. Jude Medicat Company
2375 Morse Avenue
Iruine
cA 92514
usa

Ceftificate History

Date Refer€nce
I{umber Action

27 May 2009 10104367

Expansion of list of defibrillators that are compatible with the
Inquiry'" cnrdioversion catheter IZ1006r' and 12100-CV-[
cardioversion catheters to include the Medtronic@ Lifepak 20
and Philips Hear6tart XL biphasic defibrillators

25 September 2012 10136624 Certificate renewal.

21 May 2013 10141030

31 March 2015 10154190
Synergy Health, Costa Rica added as a significant
subcontractor for the ETO sterilization of the Inquiry Catheter
Family.

25 August 2015 10156926 DuPont Tyvek Medical Transition Project update.

Current 8760902 Certificate renewal.

First Issued : 2002-09-26 Date:2017-09-22 Expiry Datel 2022-0/9-25

...making excellence a habitl

Page 5 of 6

Validity of this certificate is conditonal on the qualiv s)*ern being maintained to $e requirements of the Directive 6 dernonsEated thrqlgh the reqlired
$rveilhnce advities of the Ndified 8ody.
This certificate was issued dedonicalv and is bouM by the conditions of the contsad.

In o.matioh and Conffi: 8SI, Kiteria* Court Dary A\€nue, KnowlhiI, Mihon tcyn€s MKS 8PP. Td: + 44 345 080 q)fl)
BSI Assu6nce UK Limited, registered in Enghnd und€r numb€r 7805321 at 389 Gbwiqk High Road, tondoo W4 4At- UK.
A m€rnber of BSI Group a( Conpanies.

Addition of St. lude Medical Crsta Rica Ltda as an alternative
manufacturing site for the Inquiry Steerable Diagnostic
Catheter.
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bsi.
By Royal Charter

EC Design-Examination Certificate

Supptementary Informauon to cE 69920

Issued To: Irvine Biomedical, Inc.
a St. ,ude Medacal ComPanY
2375 Morse Avenue
I ine
cA 92614
USA

First Issued: 2002-09-26 Date: 20u-09-22 Expiry Date: 2022-09-25

..making excellence a habitl

Page 6 of 6

validtty of this certifcate is condiuonal on the quality system being maintained to the requirements of the Directive a5 dernonfdted throuoh the requjred

su.vedhnce activities ofthe Ne'fied Body.
This certficate was issued dedooically and ls bound by the conditims of tie coitrad.

tntu matbn and @ntad: BSI, Kiternark Cour! Davy Avenue, Knowlhit, Milton lGyn6 MK5 8PP' Tel: + 44 345 080 90q)

UiiA;ran; Uiuflt"d, {isterea in engh'nO u;der number 7805321 at 389 Chiswi* Hiqh Road, l-oidon W4 4Al- UK.

A metnber d BSI Group of Cornpani€s.

8



li! sr.IuoE Mrorcnrtll
M8002507 Ver. E

Declaration of Conformity

SJll Declaration of Conformity
lnquiry , lnquiryn AFocus , lnquiry Optima, lnquiry Optimarx PLUS Diagnostc

Catheterc and lnquitytr Cardioversion and Cardioversion ll Cathetalrs
St. Jude Medicai (SJM) hereby declares that the following SJM facilitbs and products conform to the applicable
Provisions of Annex ll of the M€dical Oevice Dkective (MDD) 93|4ZEEC. All supporting documenlation is retained
under the premises of SJM. we doclare no apdication has been lodged with any other notified body for the same
poducts. This declaration is issued under the sole responsibi,ity of the manufaclurer. This declaration supersedes
any declaration issuod previously for the sam€ product(s).

tlanufacturor Address: lrvine Biomedical, lnc.
a St. Jude Medical Company
2375 Mo.se Avenue
lrvine, CA 92614, USA

European Representalive: St. Jude Medical Coordination Center BVBA
The Corporate Village
Da Vincilaan 1 I Box Fl
1 935 Zaventem , Belgium

Producl Typs:

Produc't l{am€(s}:

Diagnostic Catheters

lnquiry , lnquiry AFocus , lnquiry Optima, lnquiryn
Optima PLUS Diagnostic Catheters and lnquiry
Cardiovercion and Cardioversion ll Catheters

IUodel and odel Number(s): Diagnoslic Catheters
lnquirv Fixed Curve Diaonostic Catheter
1OXXfi) - x2) _ x3) _ x1) _ ils)

lnquirv Steerable DiaonosticCatheter
1 li 6) _ XP) _ X3) _ Xo-- 15)

Cardioversion Catheters
lnquiry Fixed Curve Cardioversion Catheter
jOXXo) - CV _ *a _ X{3) - X{1) - Xls)

lnquiry SteerableCardbversionCatheter
11XX(1) _ CV - X4 _ X{3) _ X(1' _ X(5)

Notes:

X)Ci) - defines Up numb€r of elec{rodes ,fromlto30
X(2) - is lhe outside diameter in French size , from 4Fr to 7Fr
13) - is the electrode spacing, these are variable

{t) - dsfines lhe curv€ conriguration.
For Cardioversion Catheters, curve confi gurations include'C',
"C1", "SC1", "L'and two additional shap€s

86480 SJM D€daration of Conformity Template Rev B pag6 I of 2
This funfrdential do(;ufiE,nt is t E ptopdly d g. Jude tbdid ard sll€,tt rrof b rcptcducf,d,

distibu@, dis0bd q usd willrg,ut lhe ex ess lriittrn co,s6r,l of Sr. Juds tubctical
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lti sr.Iuor MrolcnrIIT

M8002507 Ver. E
Declaration of Conformity

Classification:

GIIDN Codqs):

Original CE Mark Date:

EC Certilicatc No:

Appllcablc Quality System Standards:

Notned Body:

Notified Body Number:

Signature:

nager, Regu Affairs

Class lll, Rule 7 according to Annex lX of the MDD 3l42lEEC

46355

26 Sep 2002

certiflcate No: 69920
Expiration Oate: 25 SeP 2022

ISO 134E5:2003

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

0086

"2s
e*2o t'l

lssue Date

86480 SJM Declaration of conformity Template Rev B Pa(,a 2 ot 2

This @nfidentiat tuun ent is the p{opetly d g' Jude Med at atf, slE,tl not be rcNdued'
distibuted, dif,o'.f,d or used ifthbut ihe expre$ witAn cfnser./, d g Jude tuwi@l'

15) - various modifiers including but not limited to:
. Useable length is specifed if its not 110cm (from

60 cm to 130 cm)
. TEX'- tip electrode length where ")(' is between 1

mmto4mm
. BEX"- band electrode length $rhere .x'is between

0.6 mm to 4 mm
. POS - Pin out Shrouded
o SOFT - Soft tube
o AF - AFocus
. OPT - Optima
o AB - all braided tubing
r EB - extended braid tubing
o BD - bidirectional steering
. DL - double loop
. H'X(40-50 mm nominal) - H-Curve TV Ste€rable

Diagnostc Calheter olrve configuralions include H,

HJ, and four additional shapes

CV designates Cardioversion
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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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