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EG-KONFORMITATSERKLARUNG FUR MEDIZINPRODUKTE
nach Anhang I1.3 der EG-Richtlinie 93/42/EWG des Rates tber Medizinprodukte

EC- DECLARATION OF CONFORMITY FOR MEDICAL PRODUCTS

according to Annex I1.3 to Council Directive 93/42/EEC for medical products

Hersteller / Manufacturer: Audio Service GmbH
Stralle / Street; Zeppelinstrafe 9

Ort/ City: 32051 Herford

Land / Country Deutschland / Germany

Wir erklaren hiermit, dass die Produkte:
Herewith we declare, that the products:

Im-Ohr-Hérhilfen (ldO) Regel 9, Klasse i a
In-The-Ear (ITE) Hearing Aids Rule 9, Class ll a
Hinter-dem-Ohr-Hérhilfen (HdO) Regel 9, Klasse Il a
Behind-The-Ear (BTE) Hearing Aids Rule 9, Class Il a
Tinnitus-Masker Regel 9, Klasse Il a
Tinnitus-Masker Rule 9, Class Il a
Otoplastiken ' Regel 5, Klasse Il a
Ear Inserts (Earmoulds) Rule 5, Class Il a
Zubehér Regel 5, Klasse Il a
Accessories Rule 5, Class Il a

Auflistung der Produkie wie folgt:
The products are listed as follows:

Anhang 1/ Attachment 1 aktuelles Produktprogramm / current product range
Anhang 2 / Attachment 2 Export Produktprogramm / product range for export markets

den grundlegenden Anforderungen nach Anhang | der EG-Richtlinie 93/42/EWG des Rates fur
Medizinprodukte entsprechen. Alle Prozesse werden durch ein zertifiziertes QM-System nach

DIN EN ISO 13485 sichergestellt. Zur Zertifizierung wurde TUV SUD Product Service GmbH mit der
Identifizierungsnummer 01283 als benannte Stelle gewahlt,

complies with the essentjal requirements according Annex 1 of the Medical Devices Directive 93/42/EEC.
All processes are under control by a certified Quality Management System according to DIN EN SO 13485,
TUV SUD Product Service GmbH with the identification no. 0123 is the appointed Notified Body.

Adresse / Address of Notifieq Body: TUV SUD Product Service GmbH, Ridlerstr. 65, 80339 Manchen, Germany

Herford, 21.0ktober 2013
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Qualitatsmanagementbeauftragter Entwicklungsleitung
Quality Management Representative Head of Development
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EEC-TIBBI URUNLER iCIN UYGUNLUK BEYANNAMESI

Tibbi Urlinler igin Konsey Direktifi 93/4»27EEC’nin Ek Il. 3'line gbre

Uretici: Audio Service GmbH
Cadde: . ZeppenlinstaBe
$ehir:_ 32051 Herford

Ulke: Almanya

Burada Uriinlerimizin s6yle oldugunu beyan,ggiyoruz:

Kulak igi isitme cihazi (ITE) ) Kural 9, Sinif Il a
Kulak arkasi isitme cihazi (BTE) Kural 9, Sinif 1l a
Kulak ¢inlamasi Kural 9, Sinif 1l a
Kulak insertleri (otoplastik) Kural 5, Sinif Il a
Aksesuarlar Kural 5, Sinif 1l a

Ek 1 Tirkiye piyasasiigin Griin araligi (ce_pr_turk_1la.xls, Index A)

Tibbi Cihazlar Direktifi 93/42/EWG’in Ek Il. 3'indeki taleplere uygundur, Tiim islemler, DIN EN ISO
13485:2003 standartlarina uygun onayl Kalite Yénetim Sistemi ile kontrol edilmektedir. TUV
PRODUCT SERVICE atanmis bildirilmis bif organdir.

Audio Service GmbH AS LJ G i 3 i Di R

Herford, 21 Ekim 2013




