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Production Quality Assurance System according to
Medical Devices Directive 93l L|EEC Annex-V

Certifi cate Num ber: 1984-M DD -L2-L59

We hereby declare that an examination has been carried out following the
requirements of the national legislation to"which the undersigned is subject,

transposing Annex-V of the Directive 93l4Z|EEC on medical devices. We certify
that the production quality system conforms with the relevant provisions of the
aforementioned legislation.

Organization:

OCTAMED SA6UK UNUTIEN|
SANAY| vE TicARET ANoNiru gjnrrri

Aydrnh - Birlik OSB Mahallesi Do[u Cad. No: 15 Tuzla, istanbul, Turkey

Products: Sterile Wound Dressing and First Aid Plasters, Sterile Octlusive Eye

Dressing, Sterile Hemodialysis Pressure Plasters, Sterile Absorbent Wound Pads,
"Sterile Transparent PU Wound Dressing, Sterile Transparent PU l.V. Fixation
Dressing

The certificate is valid till expiration date, subject to successful completion of
periodical surveillance audits. Please contact Kiwa for details.

Report Number: M.3722.09
Date of first issue: 30 April 2012
Date of last issue: 06 March 2019
Revision Number: 07
Expiry Date: 21 December 2O2O

Kiwa Certification Services lnc. has audited the quality system restricted to the
aspects of manufacture concerned with securing and maintaining sterile
conditions in accordance with MDD Annex V and found that the quality system
meets the applicable requirements in MDD Annex V.

Kiwa Certification Services lnc. is Notified Body under Council Directive
93/42|EEC concerning medical devices with identification number: 1984

dld$.q
05 March 2OL9,lstanbul, Turkey M uhtegem Grikhan Yi.icel

Head of Notified Body

Kiwa Certiftcation Services lnc.
ITOSB 9. Cad. No:15 Tepe6ren, Tuzla, lstanbul, Turkey
Tel.: +90 216 593 25 75 , Fax: +90 216 593 2574
Web: www.kiwa.com.tr, e-mail: posta@kiwa.com.tr
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