CERTIFICATE

iwa

EC Certificate
Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-Il Section 3

Certificate Number: 1984-MDD-17-458
We hereby declare that an examination of the under mentioned full quality
assurance system has been carried out following the requirements of the
national legislation to which the undersigned is subjected, transposing annex Il
(with the exemption of section 4) of the Directive 93/42/EEC on medical devices.
We certify that the full quality assurance system conforms with the relevant
provisions of the aforementioned directive.

Organization:

OZON SAGLIK HiZMETLERI i¢ VE DIS TICARET SANAYi
LIMITED SiRKETI

Yukari Dudullu Mah. Narin Sk. No:12 Umraniye, istanbul / Turkey

Product: Medical Ozone Generator
Model Number: Blue S

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

Report Number: M 4991.01
Expiry Date: 23 August 2020

Kiwa Certification Services Inc. is Notified Body under Council Directive
93/42/EEC concerning medical devices with identification number : 1984
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24 August 2017, Istanbul, Turkey Head of Notified Body

Kiwa Certification Services Inc.

ITOSB 9. Cad. No:15 Tepeéren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75 , Fax: +90 216 593 25 74

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com.tr

* Certificates without seal are not valid.



CERTIFICATE

kiwa

AT Sertifikasi
Tam Kalite Giivence Sistemi

Tibbi Cihaz Yonetmeligi 93/42/AT Ek-1l B6liim 3

Sertifika Numarasi: 1984-MDD-17-458
Asagida bahsi gegen kurulusun tam kalite giivence sistemine ait
incelemesinin, tibbi cihazlara dair 93/42/AT yénetmeligi Ek-1l (Bolim 4 muaf
tutularak) gereksinimlerine gére yapildigini beyan ederiz. Tam kalite guvence
sisteminin yukarida bahsi gecen yénetmeligin ilgili kosullarina uygunlugunu
tasdik ederiz.

Kurulus:

OZON SAGLIK HiZMETLERI iC VE DIS TICARET SANAYi
LiMITED SIRKETi

Yukari Dudullu Mah. Narin Sk. No:12 Umraniye, istanbul / Tiirkiye

Uriin: Medikal Ozon Jeneratorii
Model Numarasi: Blue S

Sertifika son kullanma tarihine kadar gecerli olup periyodik gozetim
denetimlerinin basar ile tamamlanmasina tabidir. Detaylar icin litfen Kiwa
Belgelendirme Hizmetleri'ne basvurunuz.

Rapor No: M 4991.01
Gegerlilik Tarihi: 23 Agustos 2020

Kiwa Belgelendirme Hizmetleri A.S. Tibbi Cihaz Yénetmeligi 93/42/AT altinda
bir onaylanmig kurulus olup kimlik numarasi 1984’tiir.
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24 Agustos 2017, istanbul, Tiirkiye Onaylanmis Kurulus Bagkani

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepeéren, Tuzla, istanbul, Tirkiye
Tel.: +90 216 593 25 75, Faks: +90 216 593 25 74
Web: www.kiwa.com.tr , e-posta: posta@kiwa.com.tr

* Mihirsiz sertifikalar gecersizdir.



