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Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and IlI
(Class lla and Class llb Devices)

No. G10 105767 0002 Rev. 00

Manufacturer: WSAUD A/S
Nymgllevej 6
3540 Lynge
DENMARK

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in

Article 10 (9) of the Regulation (EU) 2017/745 on medical devices. Details on device categories
covered by the quality management system are described on the following page(s).

The Report referenced below summarises the result of the assessment and includes reference to
relevant CS, harmonized standards and test reports. The conformity assessment has been carried
out according to Annex IX Chapter | and Il of this regulation with a positive result.

The quality management system assessment was accompanied by the assessment of technical
documentation for devices selecfed on a representative basis.

The certified quality management system is subject to periodical surveillance by TUV SUD Product
Service GmbH. The surveillance assessment shall also include an assessment of the technical
documentation for the device or devices concerned on the basis of further representative samples.

Report No.: 713166137
Preceding certificate No.: The certificate is issued for the first time
Valid from: 2020-02-18
Valid until: 2025-02-17

Date of initial issuance / Rev.00: 2020-02-18

€®IL\/

Christoph Dicks
Issue date: 2020-02-18 Head of Certification/Notified Body

Digitally signed by Chirtoaca Ludmila
Date: 2023.12.08 16:50:13 EET
Reason: MoldSign Signature
Location: Moldova
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrae 65 « 80339 Munich « Germany




Zertifizierverirag

Gs‘”r\dia fur die Zertifikatserteilung ist die Prif-
und Zertifizierordnung von TUV SUD Product
Service.

Mit Erhalt des Zertifikates erkennt der
fikatsinhaber die jeweils gultige Fassung der
und Zert ‘izsefor(}mm an (www.tuev-
sued.defps_r u%a 95;3) und wird somit Parmer im
ertif gzwe’&,gszv TUV SUD Product Service.
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Vorausselzun

Prinzipielie
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e% Zertifikaten mit Berechtigung

zurv’ema dung eines Prifz @@%aer bzy hé

Zertifikaten fUr QM-Systeme:

= Voraussetzungen flr vorschrifisméBige
Fertigung werden eingehalten.

o Die Ferligungs- bzw. Betriebsstétien werden
regelmaBig Gberwacht.

Ceriification contract

Certifi amﬁ is based on the TUV SUD Product
‘%er vice | eézmq and Certification Regulations.

On receipt of the certificate the camﬁf“a e holder
agrees to the current version of the Testing and
Certification Regulations gwww‘mvm
sud.com/ps_regulations) and thus becomes pariner
in the TUV SUD Product Service Certification
System. .

Requirements for the validity of the certificate

in principle:

¢ Validity of the quoted iest standard(s)

In addition, for ceriificates with the right tc use a
certification mark and for QM certificates:

» Conditions for an adequate manufacturing are
mainiained

= Hegular

surveillance of the facility is performed
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Contrato de certifica @@@

A certificacao se baseia nos Regulamentos de
Testes e Cerlificacéo dP Uum ?J S{JQ

A@ receber o cerltificado, o Fornecedor, titular do

riificado concorda com a vmrgé@ at ual dos

Qa—;guia menios de Testes e Certificacdo do Grupo
TUOV SUD (www.tuv-sud.com/ps_regulatior S} e

assim, torna-se parceiro no Sistema de Certific

de Produtos e Servicos TUV SUD.

acéo

Reguisitos para a validade do certificado (em
p@a@@;%pﬁ@}“
e Validade da{s) normal(s) de ensaio(s)
refer ncsada{%}
Adicionalmente, para os certificados com o direito
ao uso da marca de certificacdo e para certificados
de SG:
¢ Condicbes de fabricacdo adequada estéo
mantidas.
¢ Auditoria de monitora
regularmente.
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ZERTIFIKAT @ CERTIFICATE o
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Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and Il
(Class lla and Class llb Devices)

No. G10 105767 0002 Rev. 00

Devices: Risk Classification:
Hearing Aid lla
Hearing Aid — Software lla

The validity of this certificate
depends on conditions and/or /.
is limited to the following:

Revision History including Revision / Issue Date / Report
Changes: " Rev.00/2020-02-18 / 713166137
Page 2 of 2
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Zertifizierverirag
Grundlage fir die Zertifika ng ist

und Zertifizierordnung von T”W SUD Product
Service.

{313 gm‘tg@ %sgumg der
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nd wird somit Partner im
' SUD Product Service.

Prinzipielle Voraussetzung flr die Gilligkeit
des éeré fﬁk&%%

dzu ten | hiigung
Zur V@mem ,m@ eines Pwm%gme bzw. bei
Zertifikaten fur QM-Systeme:
e Voraussetzungen TL‘SW@ schriftsmaliige
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Fertigung werden eingehalten.
Die Fertigungs- bzw. Betriebsstatten werden
regelmabig Gberwacht.

@

Certification contract i »

Q@mﬁs@atmn is based on the TUV SUD Product
Service Testing and Certification Regulations.

On receipt of the certificate the certificate holder
agrees to the current version of the Testing and
Certification Regulations (www tuv-
sud.com/ps_regulations) and thus becomes partner
in the TUV SUD Product Service Certification

Requirements for the validity of the certificate

in principle:

Validity of the guoled test standard(s)
n addition, for certificates with the right to use a
ertification mark and for QM certificates:
Co nd“i'@ ns for an adequate manufacturing are
maintained
@ ﬁ%egu“af surveillance of the facility is performed
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Contrato de certificacao

A certificacdo se baseia nos Regulamenios de
Testes e Certificacdo do Us u o TUV SUD.

Ao receber o certi f;cad Fornecedor, titular do
certificado concorda com a versao atual dos
Regulamentos de Testes e Certifica gac do Grupo
TOV SUD (www.tuv-sud.com/ps_regulations) e
assim, torna-se parceiro no Sistema de Certificacao
de Produtos e Servigos TUV SUD.

Reguisitos para a validade do cerlificade (em

principio):

e Validade da{s) no
referenciada(s).

Adicionalmente, para os certificados com o direito

a0 uso da marca de certificagéo e para Cm‘i fficados

de 8G:

e Condictes de fabricacdo adequada estao
mantidas.

e Auditoria de monitoracao realizada
regularmente.
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