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; isbu belge ile asagida belirtilen siket igin tasdik olunur ki
audifon GmbH & Co. KG

Werner von Siemens Sir. 2
99625 Kdlleda
Almanya

Bahsi gecen sirket tasanmdan son kontrol asamasina kadar her safhada Ornlerine tam bir kalite glvence
sisterni uygulamakta ve sistemin devamliidini saglamaktadir.

DQS Medizinprodukte GmbH tarafindan yapilan ve bir rapor ile sonuclandiniip belgelendirilen bir denetim
sonucunda bahsi gegen yonetim sisteminin asadida belirilen tibbi cihazlara iliskin olarak

Tibbi Cihazlara iliskin 93/42/EEC sayih Konsey Direkfifinin 4.bdlUmi harig EK W'sinin
Gereksinimlerinin famamini yerine getirdidi tarafimzdan dodrulanmaktadir:

Isbu belge ile kastedilen tibbi cihaziar sunlardir;
lsitme cihazlan, yaziimlan ve aksesuarlan da dahil isitmeye yardime sistemler (Sinif lla)
Bu OrGnler ayni zamanda "hormann” etiketi altnda da pazarlanmakiadir.

Bahsi gegen Uretici firma Ek II'nin 5.b8I0mdne gére gbzetim ve denetime tabidir. Onaylanmis Kurulusun
Kimlik numarasini (0297) da igeren CE isareflemesi bu belgede listesi verilmis olan cihazlara arzu edildiginde
ilistirilebilr. Bu serifika kapsamindaki Sinif 1l cihazlar icin Bk I'nin 4.bélUmine gére AT Tasanm Inceleme
Sertifikasina ihfiyag vardir. Bu sertifika givenlik ve steril kosullann devamiiligini saglamaya lliskin olan Uretim
sUreclerinin ¢esitl asamalan dikkate alinarak Sinif |(s) cihazlara ydnelik (I(s) = steril kosullarda pazarag sunulan
Sinif | Grdnler) belll baz sinrlamalara tabidir. Bu serfifika metrolojik gereksinimlere uyguniuga iliskin olan
dretfim sUreclerinin cesith asamalan dikkate alinarak Sinif I{m) cihazlara yénelik (I(m) = dlerme fonksivonu
banndiran Sinif | Grinler) belli baz smiMamalara tabidir.
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NOTER MUHUR
09 MART 2020

TASDIK SERHI
(APOSTIL)
(5 Ekim 1961 tarihli Lahey S6zlesmesi)
(Convention de La Haye du 5 Octobre 1961)

1. Ulke: Almanya Federal Cumhuriyeti

Isbu resmi belge

2. Tina Léffler tarafindan imzalannustir.

3. 'imza.layanm sifati Noterdir.

4. Uzerinde bulunan miihiir: Sommerda Noteri Tina Liffer
TASDIK

5. Erfurd’da 6. 11 Mart 2020 tarihinde

7. Erfurt Eyalet Mahkemesi Baskam tarafindan

8.910 a E — 128/2020 numara ile tasdik edilmistir.

9. Damga/miihiir: (Miihiir)

10. Imza: (fmza / Renate Schwarz)
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EC-CERTIFICATE

(Full quality assurance system)

This is to certify that the company

audifon GmbH & Co. KG -

Werner von Siemens Sir. 2
98625 Kélleda
Germany

has implemented and maintains a full quality assurance system which applies to the products
at every stage from design to final controis.

Through an audit, documented in 2 report, performed by DQS Medizinprodukte GmbH,
it was verified that the management system fulfilis the requirements of

Annex Il - excluding Section 4 of Council Directive 83/42/EEC
concerning medical devices

with respect to the following medical devices:

Hearing aid systems incl. hearing aid devices, software and accessories. (Class lia)
The products are also marketed under the label “hermann®.

‘The manufacturer is subject to surveillanee according to Annex Il, Section 5. The GE marking
with the Notified Body Identification Number (0297) may be affixed on the devices listed in the
certificate. An EC Design Examination Certificate according to Annex I, Section 4 is required
for class [l devices covered by this certificate. The certificate is in the case of class I(s) devices
(I(s) = class | products piaced on the market in sterile conditions) limited to the aspects of
manufaciure concemed with securing and maintaining sterile conditions. The certificate is in
the case of class |(m) devices ({m) = class | devices with a measuring function) limited o the
aspects of manufacture concerned with the conformity of the products with the metrological
requirements.

Certificate registration no. 494148 Mz2

Certificate unique ID 170741417
Effective date 2018-12-21
Expiry date 2024-05-26
Frankfurt am Main 2018-12-21

DQS Medizinprodukte GmbH
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Sigrid Uhlemann Dr. Thomas Feldmann
Managing Director Head of Canification Body

August-Schanz-StraRe 21, 50433 Frankfurt am Main,
Tel. +43 (0) 85 95427—300,_ medical devices@dgs-med.de
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DQS Medizinprodukie GmbH is a Notified Body according te Couneil Directive 83/42/EEG m—e -
conceming medical devices with the Identification Number 0257,
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APOSTILLE
(Convention de La Haya du 5 octobre 1961)

1. Land: Bundesrepublik Deutschland
Diese 8ffentliche Urkunde

2. ist unterschrisben von Tina Léffler

3. In ihrer Eigenschaft als Notarin

4. sie ist versehen mit dem Siegel/Stempel der
Notarin Tina Léffler in Sémmerda

Bestitigt
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8. unter Nr, 910a E ~12$/20_20

Erfurt
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6. am 11.03.2020

Prasidentin des Landgerichts Erfurt

10. Unterschrift
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Renate Schwarz




