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Declaration of Conformity

The manufacturer:

St. Jude Medical (Quality System certificate 11 14 05 14607 184)
Cardiac Rhythm Management Division

15900 Valley View Court

Sylmar

California 91342

U.S.A.

Fulfills the requirements of Annex 2 of the European Union's Active Implantable Medical
Devices Directive, AIMDD, 90/385/EEC / corresponding national legislation.

The Authorized EC Representative is:

St. Jude Medical
Coordination Center BVBA
The Corporate Village

Da Vincilaan 11 Box F1
1935 Zaventem

BELGIUM

We, representing the manufacturer, hereby certify that the product(s) listed in the Attachment
are covered by EC-certificate number 17 14 05 14607 174 and fulfill(s) applicable requirements
including CE-marking and the Essential Requirements of AIMDD 90/385/EEC / corresponding
national legislation. The above certificates have been issued by the Notified Body 0123, TUV
SUD Product Service, Ridlerstr. 65, 80339 Munich, Germany.

We also certify that applicable product(s) listed in the Attachment fulfill(s) applicable
requirements include CE-marking and other Requirements of the Radio and Tele Terminal
Equipment Directive, R&TTED, 1999/5/EC / corresponding national legislation.

Place: Sylmar, USA Date: //]’/6/6 - ZO/S

[

-

Elisabeth Neely
Vice President, Global Regulatory Affairs
St. Jude Medical CRMD
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Attachment to Declaration of Conformity

The following product(s) is/are approved under EC-Certificate number 17 14 05 14607
174.

Device Name Model No. or Version No. | GMDN Code
Accent MRI PM1224 47267
PM2224 47265
PM1124 47267
PM2124 47265
Accent ST MRI PM1226 47267
PM2226 47265
PM1126 47267
PM2126 47265
Tendril MRI LPA1200M 35223
SJM MRI Activator EX4000 47805
Handheld Device
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