kiwa

AT Sertifikasi
Uretim Kalite Giivence Sistemi

Tibbi Cihaz Yonetmeligi 93/42/AT Ek-V

Sertifika Numarasi: 1984-MDD-18-479
Asagida bahsi gegen kurulusun dretim kalite glivence sistemine ait
incelemesinin, tibbi cihazlara dair 93/42/AT yonetmeligi Ek-V gereksinimlerine
gore yapildigini beyan ederiz. Uretim kalite giivence sisteminin yukarida bahsi
gecen yonetmeligin ilgili kosullarina uygunlugunu tasdik ederiz.

Kurulus:

BAYTEKS TEKNiK TEKSTIiL SANAYi VE TiCARET A.S.

Organize Sanayi Bolgesi 19 nolu Cad. No:9 Merkez / Kilis- Turkiye

Uriin: Steril Tek Kullanimlik Cerrahi Onliikler, Ortiiler, Ortii ve Onliik Setleri

Sertifika son kullanma tarihine kadar gecerli olup periyodik gozetim
denetimlerinin basari ile tamamlanmasina tabidir. Detaylar icin litfen Kiwa'ya

basvurunuz.
Rapor No: M 5035.01
Gegerlilik Tarihi: 11 Ocak 2021

Kiwa Belgelendirme Hizmetleri A.S. Tibbi Cihaz Yénetmeligi 93/42/AT altinda
bir onaylanmis kurulus olup kimlik numarasi 1984’tdr.
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12 Ocak 2018, istanbul, Tiirkiye Onaylanmis Kurulus Bagkani

CERTIFICATE

Digitally signed by Granaci Boris
Date: 2019.06.10 17:36:39 EEST
Reason: MoldSign Signature
Location: Moldova

B¥lgelendirme Hizmetleri A.S.

B D. Cad. No:15 Tepeéren, Tuzla, Istanbul, Turkiye
ﬁ %90 216 593 25 75 , Faks: +90 216 593 25 74

Veb: www.kiwa.com.tr , e-posta: posta@kiwa.com.tr



CERTIFICATE

kiwa

EC Certificate
Production Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-V

Certificate Number: 1984-MDD-18-479
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 93/42/EEC on medical devices. We certify
that the production quality system conforms with the relevant provisions of the
aforementioned legislation.

Organization:

BAYTEKS TEKNiK TEKSTIL SANAYi VE TiCARET A.S.

Organize Sanayi Bolgesi 19 nolu Cad. No:9 Merkez /Kilis-Turkey

Product: Sterile Disposable Surgical Gown, Drapes, Drapes and Gowns Sets

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

Report Number: M 5035.01
Expiry Date: 11 January 2021

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

MQM;)

12 January 2018, Istanbul, Turkey Head of Notified Body

Kiwa Certification Services Inc.

iTOSB 9. Cad. No:15 Tepedren, 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
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