A4 (07 17

D TUVSUD. TUV SED TUV SUB TUV SUD | TUM SUC

v sSUD. TUV Si3

TJUv SAD TEWSUHR TUVSUDTUVSHD FOVSUD T

TV SUD TUVSUD TOV §0D

¥= & CEPTUOUKAT & CERTIFICADO & CERTIFICAT

=] =% =
RS AS

ZERTIFIKAT & CERTIFICATE ¢
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Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q8 091549 0068 Rev. 01

Holder of Certificate:

Certification Mark:

Scope of Certificate:

Sivantos GmbH
Henri-Dunant-Strasse 100
91058 Erlangen
GERMANY

&

NS0 134E5 A

At es

Sales, distribution and servicing

of hearing aids with related software
and components, hear- and
speech-training instruments and
audiological measurement equipment

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.:

Valid from:
Valid until:

Date, 2019-12-05

Digitally signed by Chirtoaca Ludmila
Date: 2022.10.21 04:10:34 EEST
Reason: MoldSign Signature
Location: Moldova
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Christoph Dicks
Head of Certification/Notified Body

TOV SUD Product Service GmbH » Certification Body + Ridlerstrafie 65 + 80339 Munich * Germany
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Praduct Service

No. Q8 091549 0068 Rev. 01

Applied Standard(s):

Facility(ies):
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EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016

Sivantos S.r.l.
Via dei Missaglia, 97, 20142 Milano (MI), ITALY

Sivantos, inc.
ATRIA Corporate Center, Suite W125, 3033 Campus Drive,
Plymouth MN 55441, USA

Sivantos AS
Nedre Vollgate 5, 0158 Oslo, NORWAY

Sivantos B.V.
Werner von Siemensstraat 13, 2712 PN Zoetermeer, THE
NETHERLANDS

Sivantos A/S
Ove Gjeddes Vej 9, 5220 Odense, DENMARK

Sivantos Kift.
Huvosvolgyi ut 33, 1026 Budapest, HUNGARY

Sivantos Limited
Platinum House, Gatwick Road, Crawley, West Sussex RH10
9NH, UNITED KINGDOM

Sivantos Pty Ltd
Level 4, 11 Finchley Street, Milton QLD 4064, AUSTRALIA

Sivantos (Pty) Ltd

Block 16, Ground Floor, Cascades House, Constantia Office Park,
Cnr 14th Avenue & Hendrik Potgieter Street, Weltevreden Park,
Roodepoort, 1709 SOUTH AFRICA

TUV SUD Product Service GmbH - Certification Body « Ridlerstrale 65 « 80339 Munich « Germany
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