DECLARATION OF e’ 17ieon

CONFORMITY nev.flo_ 2

Page No

Company Name : Su Biyomedikal Sistemler ve Saglik Hizmetleri San. ve Tic. Ltd. Sti.
Address : Orhangazi mah. 1673. Sok. Kat: 2-3 Esenyurt istanbul Tiirkiye
Tel 1490212 3203753
Fax 1490212 3205351
Web : www.submed.com.tr
E-mail :info@submed.com.tr
REFERENCE NO PRODUCT DESCRIPTION CLASS and Rule GMDN Code
NSC-002 SHOES COVER Class | Rule 1 16897

Classification: Class | (Non-sterile)

Conformity Assessment Procedure: Annex VII

Related Standards : EN ISO 13485, EN ISO 14971, EN 13795

We herewith declare on our own responsibility to meet the provisions of the Council Directive 93/42/EEC with amended

directive 2007/47/EC for Medical Device Directive.

City, Date : istanbul, 17.11.2020 Signature,Stamp
Name : Yusuf Yigit Akkus

Position : General Manager

Digitally signed by Margina Veaceslav
Date: 2021.06.04 11:52:19 EEST
Reason: MoldSign Signature

Location: Moldova

Approval
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