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DECLARATION OF
CONFORMITY

: Su Biyomedikal Sistemler ve Saglk Hizmetleri San. ve Tic. A. S.

Company Name

Address : Orhangazi mah. 1673. Sok. Kat: 2-3 Esenyurt istanbul Tirkiye
Tel 1490212 3203753
Fax 1490212 3205351
Web : www.submed.com.tr
E-mail : info@submed.com.tr
PRODUCT
GROUP REFERENCE No. PRODUCT NAME CLASS and Rule GMDN Code
NAME
SPC-089 Ophtalmology pack Class lla Rule 6 35091
SBF-801 Abdominal surgery set Class Is Rule 4 35091
SBF-922-2 Angiography surgical set Class Is Rule 4 35091
SBF-810 Arthroscopy set Class Is Rule 4 35091
SST-15-A By-pass Surgery Set Class Is Rule 4 35091
SST-021 Cesarean surgery Set Class Is Rule 4 35091
SUBMED SST-026 Eye surgery Set Class Is Rule 4 35091
SURGICAL SST-012-A Hip Arthroplasty set Class Is Rule 4 35091
SETS SBF-803-1 Laparascopy Surgery Set Class Is Rule 4 35091
SST-005 Laparotomy Surgery Set Class Is Rule 4 35091
SBF-815-1 Shoulder Surgery Set Class Is Rule 4 35091
SST-001-A Universal Surgery Set Class Is Rule 4 35091
SST-013-A Vertebra Surgery Set Class Is Rule 4 35091
SBF-801 Abdominal surgery set Class Is Rule 4 35091
SBF-922-2 Angiography surgical set Class Is Rule 4 35091

Conformity Assessment Procedure: Annex V

Related Standards: 1ISO 13485, ISO 9001, ISO 11135, I1SO 14971

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.

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 Revision No 17
Issued Date : 07 May 2021 Expiry Date 127 May 2024
City, Date : istanbul, 14.06.2021
Name  Yusuf %!gllttaﬁ}l/( Is(ité%ed by Tutunaru Diana
ki . i .17 12:16:57 MSK
Position : Generﬁs;z‘o%ﬁ%ko%?iﬁgn Signature

Location: Moldova

Approval




		2021-09-17T12:16:57+0300
	Moldova
	MoldSign Signature




