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FATIH MEDICAL

Professional Audiometer Silent room
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DECLARATION OF CONFORMITY

MANUFACTURERS:
(URETICI )

ADDRESS:

(ADRES)

PRODUCT:
(URUN)

TRADEMARK:
(MARKA)

TYPE/MODEL:
(TIP MODEL )

BASE OF ATTESTATION:
(ONAY DAYANAGI)

APPLIED EC DIRECTIVES:
(UYGULANAN A.T. YONETMELIKLERI)

MODULE:
(MODUL)

CLASS:
(SINIF)

LAST TWO DIiGIT YEAR OF:
(SON 2 BASAMAKLI YIL)

UYGUNLUK BEYANI

FATIH MEDIKAL TIBBI CIHAZ SISTEMLERI - FATIH KACMAZ

ESENLER MAH. ITIR SOK. NO:2/6
PENDIK -iSTANBUL-TURKEY

SILENT CABIN
(SESSIZ KABIN)

SILENT ROOM

$1-S2

FILE OF TECHNICAL DOCUMENTATION, 1SO 13485, OPERATING MANUAL
(TEKNIKDOSYA, ISO 13485, KULLANMAKILAVUZU)

MEDICAL DEVICES DIRECTIVE (93/42/EEC)
TIBBI CIHAZLAR DIREKTIFI (93/42/AT

ISO 13485-2012

CLASS1
SINIF1

CE MARK AFFIXED 18
CE ISARETI VURULMUSTUR 18

WE “FATIH MEDIKAL TIBBI CIHAZ SISTEMLERI - FATIH KACMAZ” HEREBY DECLARE THAT
SPECIFIED ABOVE CONFORMS COVERING EUROPEAN PARLIAMENT MEDICAL DEVICES DIREC-

TIVE (93/42/EEC)

B1Z “FATIH MEDIKAL TIBBI CIHAZ SISTEMLERI - FATIH KACMAZ” OLARAK YUKARIDA BELIRITI-
LEN URU NUMUZU AVRUPA TOPLULUGU YONETMELIKLERI TIBBI CIHAZLAR DIREKTIFI
(93/42/AT GORE UYGUN OLDUGUNU BEYAN EDERIZ.

SIGNATURE

ISTANBUL - TURKEY
Date: 2018-03-09

www.fatihmedical.com



