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EC-Declaration of Conformity according to Annex Ill, EC Directive 98/79/EC

Product: RIDA®QUICK Helicobacter (item code: N2303)

Manufacturer:  R-Biopharm AG
An der neuen Bergstralle 17
64297 Darmstadt
Germany

Classification according to Annex Il, IVDD:  Self declare

We herewith declare that the above mentioned product meets the provisions of the council directive 98/79/EC for in vitro
diagnostic medical devices. All supporting documentation is retained by the manufacturer and is in accordance with the

Annex Ill (EC Declaration of Conformity) of the IVDD.

Standards applied:

DIN EN ISO 13485:2016 Medical devices — Quality Management for regulatory purposes

DIN EN ISO 14971:2013 Medical devices — Application of risk management to medical devices

DINEN ISO 18113-1:2013 In vitro diagnostic medical devices. Information supplied by the manufacturer

(labelling). Terms, definitions and general requirements

DIN EN ISO 15223-1:2017 Medical devices — Symbols to be used with medical device labels, labeling and

information to be supplied Part 1: General requirements

Supersedes version of 2018-08-06

Darmstadt,

pate:J 3, Maj 2019

. AT T2

Head of Quality Management / Regulatory Affairs

R-Biopharm AG Vorsitzender des Aufsichtsrats/
Postanschrift/Postal Address: Chairman of Supervisory Board:

An der neuen Bergstralle 17 Dr. Ralf M. Dreher

64297 Darmstadt, Germany Vorstand/Board of Management:
Sitz/Corporate Seat: Pfungstadt Christian Dreher (Vorsitzender/Chairman)
Tel./Phone: +49 (0) 61 51 - 81 02-0 Dr. Carsten Bruns, Dr. Hans Frickel,

Fax: +49 (0) 61 51 - 81 02-40 Jochen Hirsch, Dr. Peter Schubert

E-mail: info@r-biopharm.de Handelsregister/Commercial Register:

www.I-biopharm.com Amtsgericht Darmstadt HRB 8321

USt.ID-Nr./VAT Reg. No.:

DE 111 657 409

Sparkasse Darmstadt:

SWIFT-BIC: HELADEF1DAS

IBAN: DE21 5085 0150 0000 7117 48
Deutsche Bank:

SWIFT: DEUTDESM

IBAN: DE97 5507 0040 0033 3211 00



