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Akkreditierungsstelle
D-ZM-11321-01-00

Praduct Service

Certificate

No. Q5 091549 0079 Rev. 01

Holder of Certificate: Sivantos GmbH
Henri-Dunant-Strasse 100
91058 Erlangen
GERMANY

Facili ies): Sivantos Pte. Ltd.
tY( ) 18 Tai Seng Street, #08-08, Singapore 539775, SINGAPORE
Certification Mark:

Scope of Certificate: Design and development, production,
sales, distribution and servicing of
hearing aids with related software and
components, hear- and speech-training
instruments and audiological
measurement equipment

A lied standard s): EN ISO 13485:2016
PP ( ) Medical devices - Quality management systems -

Requirements for regulatory purposes
(1ISO 13485:2016)
DIN EN I1SO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: 713165817
Valid from: 2019-12-05
Valid until: 2022-11-30
Date, 2019-12-05

Digitally signed by Chirtoaca Ludmila
Date: 2022.10.21 04:16:42 EEST
Reason: MoldSign Signature
Location: Moldova
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