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h#ren " versteher: nriLreden

Hersteller / Manufacturer:
StraBe / Street:
Ort / City:
Land / Country

Wir erkldren hiermit, dass die produkte:
Herewtth we declare, that the products:

lm-Ohr-Horh itfen (tdO)
In-The-Ear (lTE) Hearing Aids

Hinter-dem-Ohr-H6rhilfen 
{HdO)Behind-The-Ear (BTE) Heri.ing iiUs

Tinnitus-Masker
Tinnitus-Masker

Otoplastiken
Ear Inserts (Ear:moulds)

Zubeh6r
Accessories

Auflistung der produkte wie folgt:
The products are listed as folloi,v's:

Anhang 1 / Attachment '1 aktuelres produktprogramm / current product rangeAnhang 2 / Attachment 2 E;iil;;;xtpro!ia"mm'i'proiuli'r.nse 
ror export markers

rlan n.',

ir.oi.ir ach Anhang I der EG-Richilinie g3/42rEWG des Rates fur
DIN EN rozesse.werden durch ein zertifiziertes en4_Sys1e, n".n
rdentifiz r Zertifizierung wurde Tuv suD product servrce GmbH mit derannte Stelle gewiihlt,
complies with the essential reguirements according Annex 1 of the Medical Devices Directive gar42lEEC.All processes are under.control by a certified OualitY ffrfanaO"r.".idy"rem according to DIN EN ISO 134gS.TUV SUD Produci Service GmtH' *ifllln'"liuntiiicaiion no.-oi)i'.ir.," appoinred ruotitieo eooy.
Adresse /Address of Notified Body: Tuv SuD Product service GmbH, Ridlerstr. 65, g033g MUnchen, Germany
Herford, 2l.Oktober 2013

EG-KONFORI\4ITA SERKLARUN

E c - D ltLT Fl+ I l*, F ? TH li 
j : -,3?,u,y:, o:,j:, 

"..-t e r JVr ed iz i n p ro d u k teDE.LARAToN cF coNFoirrnrrv ron ruEiibAil'HilUllu.r,
according to Annex ll.3 to councir Directive g3r42rEEcfor medicar products

Audio Service GmbH
ZeppelinstraRe 9
32051 Herford
Deutschland / Germany

Regel9, Klasse il a
Rule 9, Class ll a

Regel9, Klasse lla
Rule 9, Class ll a

Regelg, Klasse lta
Rule 9, Class ll a

Regel5, Klasse lla
Rule 5, Class ll a

Regel5, Ktasse ll a
Rule 5, Class ll a

lstnnsut
rgazitad.

V.D.: 481 058 1167Q ualitdtsmanagem entbea uftragter
Quality Management Representative
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EEG-TIBBI LIRUNLER igiN uycuNluK BEyRnnRuesi

Trbbi tirtinler igin Konsey Direktifi 93/4z:/EEC'nin Ek ll. 3'rtne gore

Uretici:

Cadde:

$ehir:

Utke:

Audio Service GmbH

, Zeppenlinstape

32051 Herford

Almanya

Bu ra da [i rti n le rim izin goyle o ld ugun u beya n.,gSl iyoruz:

Kulak igi igitme cihazr (lTE)

Kulak arkasr i5itme cihazr (BTE)

Kulak grnlamasr

Kulak insertleri (otoplastik)

Aksesuarlar

Audio Service GmbH

Herford, 21 Ekim 2013

Kural9, Srnrf ll a

Kural9, Srnrf ll a

Kural 9, Srnrf ll a

Kural 5, Srnrf ll a

Kural 5, Srnrf ll a

Ek 1 TUrkiye piyasasr igin i.iri.in aralrfir (ce_prJurk_la.xls, Index A)

TtbbiCihazlar Direktifi gE/ 2/EWG'in Ek ll. 3'i.indeki taleplere uygundur. Ti.im iglemler, DIN EN tSO

13485:2003 standartlartna uygun onayh Kalite Yonetim Sistemi ile kontrol edilmektedir. tUV
PRODUCT SERV|CE atanm rg bildirilmig bii or[andrr.
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li V.D.:48 1167


