
DECLARATION OF CONFORMITY

December 13, 2007

	 Manufacturer:	 Defibtech LLC
			   741 Boston Post Road
			   Guilford, CT  06437

Declares that the CE marked product:

	 Product name:  	 Lifeline semi-Automatic External Defibrillator
	 Model:	 DDU-100
 
Complies with 93/42/EEC (Medical Device Directive) class IIb.	
Conformity assessed per Annex II.

The following accessories are included in this declaration:

	 •	 DBP-1400, DBP-2800, DBP-RC2 Battery Packs
	 •	 DDP-100 Adult Defibrillation/Monitoring Pads
	 •	 DDP-200P Pediatric Defibrillation/Monitoring Pads
	 •	 DDP-100TR, DDP-101TR, DDP-105TR Training Defibrillation Pads
	 •	 DAC-300, DAC-310 Defibrillation Pad Adapters
	 •	 DDC-6, DDC-12, DDC-50AE, DDC-100AE Data Cards
	 •	 DTR-300 Series Training Cards
	 •	 DSU-100 Series Field Update Cards

	 Notified Body:	 0197 - TUV Rheinland Product Safety (GmbH)

	 Certification Number:	 HD 60007286 0001
	
	 European Authorized Representative:

			   Emergo Europe
	 	 	 Molenstraat 15
			   2513 BH The Hague
			   The Netherlands
			   Tel:   (31) (0) 70 345-8570
			   Fax:  (31) (0) 70 345-7299

Ed Horton
Director, Medical Device Compliance	
Defibtech LLC	
(203) 453-6654 x38
ehorton@defibtech.com 
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