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Abbott Medical hereby declares that the following product(s) conform to the applicable provisions of the Radio 
Equipment Directive (2014/53/EU) and subsequent supplements 2017/1354, 2019/320, and 2022/30.  All supporting 
documentation is retained under the premises of Abbott Medical. This declaration is issued under the sole 
responsibility of the manufacturer. This declaration supersedes any declaration issued previously for the same 
product(s). 

Manufacturer Address: Abbott Medical, Cardiac Rhythm Management Division 
15900 Valley View Court,  
Sylmar, CA 91342, USA 

European Representative Abbott Medical  
The Corporate Village, Da Vinciliaan 11 
1935 Zaventem, Belgium 

Product Type: Remote Monitoring Transmitter 

Applicable Standards: 3.1a: 
EN 62368-1:2014 + AC:2015 + A11:2017 
EN 50566:2017  
EN 62209-2:2010/A1:2019   

3.1b: 
EN 301 489-1 V2.2.3 (2019-11) 
EN 301 489-52 V1.2.1 (2019-04) 

3.2: 
EN 301 908-1 V15.2.1 (2023-01) 
EN 301 908-13 V13.2.1 (2022-02) 

Applicable Annex: II 

Technical Construction File: 91052195 

Signature:  

_____________________________________ 
Brad Lindevig, Principal Design Quality 
Engineer 

_______________________ 
Issue Date 

24-March-2026
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Product Name (s) Model # Description of accessories and components: 
AVEIRTM Patient Transmitter 
 
 
 
 
 
 

 

LSRM01 
 
 
 

The AVEIR Patient Transmitter (PT) is a portable, 
handheld, 9-volt battery-powered device used to 
remotely collect data from implanted Aveir Leadless 
Pacemakers (LPs). During use, the patient holds the PT 
while it acquires LP telemetry via conducted 
communication and records a surface ECG. The PT 
then transfers the collected data to the Merlin.net 
Patient Care Network (PCN) as part of the AVEIR 
Remote Care System, enabling physicians to review LP 
status, alerts, and diagnostic information through 
remote monitoring. 
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