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Asagida adi, tipi veya modeli verilen mamul/mamullerin, belirtilen standartlara (veya ilgili

dokUmanlara) uygun olarak;

declare under our sole responsibility that the product
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TIBBI CIHAZ YONETMELIGI
Medical devices

TS EN ISO 11607-10 Ocak 2013

SON OLARAK STERIL EDILEN TIBBI CIHAZLAR ICIN AMBALAJLAMA - BOLUM 1
MALZEMELER, STERIL BARIYER SISTEMLERI VE AMBALAJLAMA SISTEMLERI
Packaging for terminally sterilized medical devices - Part 1: Requirements for materials,
sterile barrier systems and packaging systems

TS EN 868-8/T 10 Ocak 2013

AMBALAJLAMA MALZEMELERI VE SISTEMLERI- STERILIZE EDILECEK TIBBI
CIHAZLAR ICIN-BOLUM 8 EN 285E UYGUN BUHAR STERILIZATORLERI ICIN
TEKRAR KULLANILABILIR STERILIZASYON KAPLARI-OZELLIKLER VE DENEY
METOTLARI

Packaging materials and systems for medical devices which are to be starilized- Part 8
Reusable sterilization containers for steam sterilizers conforming to EN 285-
Requirements and test medhods

sayili direktif/direktiflerin gereklerini kargilayacak sekilde drettigimizi beyan ederiz.

to

which this declaration relates is in conformity with the following standard(s) or other
normative document(s)
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