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Manufacturer:

Abbott Medical

Manufacturer SRN:

US-MF-000044526

Address:

14901 DeVeau Place
Minnetonka, MN 55345-2126
USA

European Authorized Representative:

Abbott Medical

The Corporate Village
Da Vincilaan 11 Box F1
1935 Zaventem, Belgium

European Authorized Representative SRN:

BE-AR-000008744

This declaration of conformity is issued under the sole responsibility of the manufacturer.

Device Name(s):

Livewire™ Steerable Electrophysiology Catheter

Product Trade Name(s):

See attached Product List.

Model Number(s):

See attached Product List.

Intended Purpose:

The Livewire™ Steerable Electrophysiology catheters
are intended to be used for electrophysiology mapping,
stimulation, and recording of a variety of cardiac
arrhythmias from endocardial and intravascular sites.

Risk Classification:

Risk Classification Rationale:

Rule 7, subpart 2

airs

!

EMDN Code(s): C0201
GMDN Code: 46355
Basic UDI-DI: 5414734DMS0008J3
28 0ck 2oy
Issue Date

On behalf of Abbott Medical, signed at Plymouth, MN
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This confidential document is the property of Abbott Medical and shall not be reproduced, distributed,
disclosed or used without the express written consent of Abbolt Medical.
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MDR Declaration of Conformity

The products described in this declaration are in conformity with all applicable EU harmonized legislation, including:

e Regulation (EU) 2017/745, and the applicable General Safety & Performance Requirements in Annex 1
e Restriction of Hazardous Substances Directive (RoHS 3) (EU Directive 2015/863)

Not Applicable
Common Specifications
Applied:
Notified Body: BSI Group The Netherlands B.V.
Say Building
John M. Kaynesplein 9
1066 EP Amsterdam
The Netherlands
2797
Supporting Certificate(s): EU TDAC: MDR 758655
EU Quality Management System Certificate: MDR 758373
Original CE Mark Date: 1996
Conformity Assessment: Annex IX

The products in the attached Declaration of Conformity Product List are approved under EC Certificate MDR
758373.

Declaration of Conformity Product List

Model No. Product Trade Name Basic UDI-DI

401575 Livewire™ Steerable Electrophysiology 5414734DMS0008J3
401904 Catheter
401905
401908
401914
401915
401932
402032

The signature is applied on page 1
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