EC Certificate

For the Quality Assurance System
according the directive 93/42/EEC, Annex VI
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As a notified body of the European Union, DEKRA Certification GmbH certifies,
that the company

Rudolf Riester GmbH
BruckstraBBe 31 ¢+ 72417 Jungingen, Germany

applies a quality assurance system for the medical devices listed in the annex
according to the directive 93/42/EEC annex VI. The approval is based on the result of
the re-certification audit report no. 50828-Z3-00, the decision dated 07.11.2011 is
only valid in connection with the successful performance of the annual surveillance

audits.
Date of the first Date of the last
certification: 21.02.1995 recertification: 14.11.2011
This certificate is Certificates
valid until: 13.11.2016 registration No.: 50828-18-04
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DEKRA Certification GmbH
HandwerkstraBe 15, 70565 Stuttgart, Germany

Notified Body ID-number: 0124



Annex to the EC Certificate 50828-18-04 dated 07.11.2011
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Class | devices with measurement function

For the products listed below, the review of the Quality System refers exclusively to the
manufacturing steps associated with product conformity and metrological requirements.

Aneroid sphygmomanometers: minimus®
exacta®

precisa® N
sphygmotensiophone

babyphon®
big ben®
ri-med®
ri-mega®
ri-san®
sanaphon®
R1 shock-proof
e-mega®

Mercury sphygmomanometers: diplomat—presameter®
nova-presameter®
empire® N
global de luxe®

Eye tonometer: schidtz
Class Il a:

Digital sphygmomanometers: ri-champion® N
Infrared-thermometer: ri-thermo® N
Digital-thermometer: ri-gital®
Pulsoxymeter: ri-fox N
ENT-Endoscopy: Sinuscopes
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