Safe Easy

submed
DECLARATION Section | T0-06/5.2- L6

Rev Date 17.02.2022
Rev. No 01
OF CONFORMITY  [=i%

Company Name : Su Biyomedikal Sistemler ve Saglik Hizmetleri San. ve Tic. A.S.

Address :  Orhangazi mah. 1673. Sok No:20 Esenyurt istanbul
Tel : +90 212 32037 53

Fax S +90212 3205351
Web ¢ www.submed .com.tr

E-mail . info@submed.com.tr

Product Name Reference No GMDN Code Class and Rule

ANGIOGRAPHY SURGERY PACK ASP-001-7 33961 Class 2a Rule 6

Conformity Assessment Procedure : Annex V

Related Standards : EN ISO 13485, EN I1SO 9001, EN ISO 11135, EN ISO 14971, EN 13795-1

We herewith declare on our own responsibility that the above mentioned meet the provisions of the Council Directive
93/42/EEC with amended directive 2007/47/EC for Medical Device Directive.

Notified Body : KIWA Belgelendirme Hizmetleri A.S.

NB Address : ITOSB 9. Cad. No :15 Tepedren,Tuzla - istanbul TURKIYE
NB Identification Number 11984

EC Certificate Number : 1984-MDD-14-266

Expiry Date : 27 May 2024

Signature, Stamp

City Date : listanbul, 17.02.2022 sU BWOMEBiKA‘. SISTEMLER VE
Name : Yusuf Yigit Akkus SAGLIK HIZMETLER] SANAYI VE TICARET A.S.
Orhangazi Mah. 1673 Sk, yurt / ISTANBUL
Tek: 0212 320 37 0212 32053 51
i Tic.Sic. No: 749756-0

Position . General Manager

Digitally signed by Dicusar Vladimir
Date: 2022.02.23 11:04:00 EET
Reason: MoldSign Signature
Location: Moldova
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