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8 Appendix
8.1 EC Declaration of Conformity

EC Declaration of Conformity

Document No. / Month.Year: QKE 12.20.002-09 / 12.08

Man ufacturer: Medset Medizintechnik GmbH
Curslacker Neuer Deich 66
D-21029 Hamburg

We hereby declare that the product:

Long-term blood pressure measurement system

SCANLIGHT
consisting of:
ABPM maonitor and the  ABPM evaluation software
SCANLIGHT III Recorder SCANLIGHT
from wversion A from wversion 1.7c
with the following accessories: recorder bag, SCANMLIGHT IL/TIT

PC interface L, SCANLIGHT II/III

PC interface U, SCANLIGHT IL/T11

blood pressure cuff 5, small, SCANLIGHT II/IIT

blood pressure cuff M, medium, SCANLIGHT IL/111
blood pressure cuff X, large, SCANLIGHT IL/T1T

blood pressure cuff XL, extra large, SCANLIGHT IT/11T

complies with European Directive 93/42/EEC of the Council of 14th June 1993 concerning medical products.

It bears the mark:

CE0124

Hamburg, 1st December 2008

Medset Medizintechnik GmbH

P - I_-"l/
Legally binding signature: / ‘
Klaus Kophstahl
- Managing directar -

SCANLIGHT Ambulatory Blood Pressure Analysis System for PADSY from Version 1.7b



