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UYGUNLUK BEYANI/
DECLARATION OF CONFORMITY

IMALATCI/

MANUFACTURER : DOGUS MEDIKAL TICARET VE SANAYI LTD STi.

Kale Mah Osmaniye Cad.Belediye Merkez Carsisi

ADRES/ ADRESS: 8/7 Samsun / TURKEY

URUNLER/ Dijital ve analog isitme cihazlari, Audiometreler, isitme
PRODUCTS: testleri ve ilgili aksesuarlar

OPEN FITT, D SERISI, FACE PLATE , ANALOG SERISI,
ALVIA, ONE FITT, GLASSES, SELEX, PINNA, ARTRO, XLINE,
INVEST, TORIA, SINUS, VERTO, CLIO, LENO, KA xx, AC xx,
PK xx, AK xx, EA xx, SSIT, USB, SONUS x, CAHTA, PIMA

MODELLER/MODELS

Belirtilen Grinlerin “Avrupa Uyumluluk Komisyonu” nun asagidaki direktif ve standartlarini
karsiladigini beyan ederiz.../ The specified products "Europe Compatibility Commission” declare the
following directives and standards that meet

(93/42/EEC) Tibbi Cihaz Yénetmeligi / Council
Directive 93 / 42 / EEC of 14 June 1993 concerning
medical devices ( MDD 93/42/EEC )

DIREKTIFLER/
DIRECTIVES:

UYGUNLUK DEGERLENDIRME YONTEMI /
PROCEDURE EVALUATION OF 93/42 EC EK V/ 93/42/EEC ANNEX V
CONFORMITY :

SINIFIFLANDIRMA/
CLASSIFICATION:

>TSE EN ISO 14971 TTIBBI CIHAZLAR - TIBBI CIHAZLARA
RISK YONETIMININ UYGULANMASI / Medical devices -
STANDARTLAR/ |Application of risk management to medical devices
STANDARTS: >EN 980: 2003 Medikal cihazlarin etiketlenmesi/ medical
device labelling requirements

SINIF Ila/ CLASS Ila

Tarih,ad,soyad,imza /

date,name, surname, signature
09.09.2012
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