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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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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
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21 January 2016

conificate No: MD 63905€
Expiration Date: 13 Occember 2021
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}{dlfird Body l{umber:

ISO 13485:?016 & EN ISO 13485:2016

N/A

N/A
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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
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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

4





 

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  

  
 



 
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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