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Ordering Information

EnSite Precision™  
Surface Electrode Kit

Product Highlights
Improve stability with redesigned smaller patches.1

 � Improved adhesive hydrogel patches. 1

 � Improves ECG patch placement options.

 � New singular patch kit with minimal size to accommodate 
patients of all sizes.

Reorder Number Description

EN0020-P EnSite Precision™ Surface Electrode Kit

REDESIGNED
PATCH

PREVIOUS SIZE

1 St. Jude Medical. Data on File. Report 90213771.
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bsi.
Certificate of Reg istration

By Royal Charter

QUALIY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

Holds Certificate Number: MD 539058

and operates a Quality Management System which complies with the requirements of ISO 13€5:2016 & EN ISo
13485:2016 for the following scope:

Design, Manufacture and disbibution of radio-frequency (RF) ablation catheters.
electrophysiology (EP) catheteB, intracardiac echocardiography catheters, cardiac mapping
and medical positioning system accessories, Uansseptal access system, introducer catheteB,
diagnosuc guidewire, vascular closure systems, sterile imaging catheters and the disbbution
of syringes, sterile bags and accessories.
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For and on behalf of BSI:

Original Registration Date: 2015{8-19
Latest Revision Date: 2019-02-26

Stewart Brain, Head of Compliance & Risk - Medical Devicg

Effective Date: 7079-02-26

Expiry Date: 202f-f2-]3

Page: 1 of 2

This cenifi@te was issued electronically and rernains the pmperty of BSI and is bound by the conditions of cootract.
An electroflic certificate can be authentic.ted e4t!9.
Printed copi6 can be vdlidated at rvwrv.bsigroup.com/OaentDirectory

Infonnation and Contact: BSI, Ktemark Court. Davy Avenue, Knowlhill, Milton Keyfles MKs 8PP Tel: + ,{4 345 080 9000
BSI Assuiance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A l4ernber of the BSI Group of Coanpanies.
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This is to certiry that: St. Jude Medical Costa Rica Ltda.
Edificio #44, Calle 0, Ave. 2, Zona
Franca, El Coyol
ALA]UELA
Cosb Rica

...making excellence a habitl
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Certiflcate No: MD 639058

Location Registered Activities

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

oesiqn, Manuracture and distribution of radio-frequency (RF)
ablation catheteE, electrophysiology (EP) catheters,
intrdcardiac echocardiogrdphy catheters, cardiac mapping
and medical positioning system accessories, transseptal
access system, inboducer catheters, diagnostic guidewire,
vascular closure systems. sterile imaging catheters and the
distribution of syringes, sterile bags and accessories.

Abbott
Edificio ,14, Calle 0. Avenida 2
Zona Franca El Coyol
El Coyol
Alajuela
Costa Rica

Original Registation Date: 2015-08-19

Latest Revision Date: 2019-02-26

Design, I'lanufacture and distribution of radio-frequency (RF)
ablation cntheters, electrophysiology (EP) catheters,
intrdcardiac echocardiography catheters, cardiac mapping
and medical positioning system accessories, tmnsseptnl
access system, introducer catheters, diagnostic guilewire,
yascular closure systems, sterile imaging cathete6 and the
disbibution of syringes, sterile bags and accessories.

This certificate was issued electronica,V and rernains the property of BSI and is bound by the conditions of contrdct.
An ele&onic ertificate can be authenticated gdilC.
Printed copies can be validated at www.bsigroup-corh/dientDirectory

Informatjon and Contact: BSI, Kitemark Court. Davy Avenue, Knov'rlhill, Milton Key.es lrlKs 8PP, Tel: + '14 345 080 9000
BSI Assurance UK Umited, registered in England under number 7805321 at 3€9 Giswick High Road, London W4 4AL, UK.

A Member of the BSI Group of Cornpanies.
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Effective Date: 2019-02-26

Expiry Date: 202t-12-73
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90221217 Rev. G

Declaration of Conlormity

SJM Declaration of Gonformity EnSite Prccisionn Surface
Electrode Kit

Europcan Reproacntatlve: St. Jude Medicd Coordinatbn Conte, BVBA
The Corporate VillagB
Oe Vincilaan 1 I Box F1
1935 Zavenlem. Edgium

Cardiac Mappi€ and Medical Positioning S!,stem
AccssSo{ts

Ensite Precrson Surface Electrode Kil

ENOO2G,P

21 January 2016

conificate No: MD 63905€
Expiration Date: 13 Occember 2021

AppllcSh Quallty Sy.t m Sl.nd.rd.:

t{ot Ld Bodr:

}{dlfird Body l{umber:

ISO 13485:?016 & EN ISO 13485:2016

N/A

N/A

ot- rr11-z-o t al

lssue Date
Assmiate Oirector. Regulatory Afiairs

66480 SJM Dedaratbn of Conformrty Template Rev O Pags I ot I
ftis @tfr(h, bl bcuncd is lho NWly ot Sl. J. a t*dial and s,?dt t ol b n,[oducad,

d,slrribdad, drsclNed o, used wilrro.,t lrrr rrpr"ss n dlan consana ol g. Ju.to ,lld A,

St. Jud€ M€did (SJM) harsby doclar€s thal tho fo0owirE S.rM facn irs end prodlEts cottlorm to th€ appliEuo
provisiorB d Ann€x Vll ot th€ lrr€dhd O€vice Dt €c{iva (MDO) gU4ZEEC, s amerd€d by m07r4ZEC. Afl suppo.ting
dffirm€ntetbn is rGtainod urxler ths premisas d SrM. We d€dare no apdicalirn ha9 b€6tt bd€Bd wilh any olhor
notili,d body for tho seme p6drcls. ThE declaration is i$srod undsr th€ sol6 rBponsibiltly of Sl. manufact,Iar. This
dedaration supoGed€s any dedarelion issued pr€viously lor the same produd(s).

fl|ruldur.i Addr..!: St. Jrrd6 M€dl5 Costa RiE Ltda.
EdifEio #44, Call6 0, AYa.2. Zot'€
Farca. El Coyd
Aaluela
Crsta Rica

Product Typ.:

Product Jtt.(.}:

trod.l Numb.(.l:

Cluslffcdlofl:

GXln{ Cod.(.!:

Ortglnrl CE llrt DrL:

C.rtlficd. Io rnd .rpl.dlon dd.:

Class I, Rule l, acco.ding lo AnrEx lX of the MDD

46007 - Cardiac Mapping Syslem Reference Patch
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