CERTIFICATE
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AT Sertifikasi
Tam Kalite Glivence Sistemi

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

Sertifika Numarasi: 1984-MDD-18-558
Asagida bahsi gegen kurulusun tam kalite glivence sistemine ait incelemesinin,
tibbi cihazlara dair 93/42/AT y6netmeligi Ek-l (Bélim 4 muaf tutularak)
gereksinimlerine gére yapildigini beyan ederiz. Tam kalite giivence sisteminin
yukarida bahsi gegen yonetmeligin ilgili kosullarina uygunlugunu tasdik ederiz.

Kurulus:

SASAN SAGLIK MALZEMELERI
URETiM VE PAZARLAMA ANONiM SiRKETi

Dagyaka Mah. 2004. Cad. No:6 Kahramankazan / Ankara, Tiirkiye

Oriinler: Viicut Disi (Extrakorporel) Kan Dolasim Seti, Hizh Mayi Verme Seti,
Hemofiltrasyon/ Ultrafiltrasyon Seti, Kardiyopleji Seti, Multiperfiizyon Seti,
Irrigasyon - Aspirasyon Seti, Kemoterapi Seti, infiizyon Seti, Transfiizyon Seti,
Perfiizyon Seti, Transdiiserli Basing Seti, Uzatma hatti, Hemodiyaliz Arter/Ven
Seti, Aferez Seti, AV Viicut Disi Dolasim Seti, Vakum (VAVD) Kontrol Cihazi

Sertifika son kullanma tarihine kadar gegerli olup periyodik gozetim
denetimlerinin basan ile tamamlanmasina tabidir. Detaylar icin liitfen Kiwa
Belgelendirme Hizmetleri’ne basvurunuz.

Rapor No: M.3187.11
ilk Yayim Tarihi: 27 Aralik 2018
Son Yayim Tarihi: 29 Nisan 2021

Revizyon Numarasi: 03

Son Gegerlilik Tarihi: 27 Mayis 2024

Kiwa Belgelendirme Hizmetleri A.S. Tibbi Cihaz Yénetmeligi 93/42/AT altinda bir
onaylanmis kurulus olup kimlik numarasi 1984’tir.
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Muhtesem Gokhan Yiicel
29 Nisan 2021, istanbul, Turkiye Onaylanmigs Kurulug Baskani

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepetren, 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
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CERTIFICATE
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EC Certificate
Full Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-II Section 3

Certificate Number: 1984-MDD-18-558
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 I|
(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:

SASAN SAGLIK MALZEMELERI
URETiIM VE PAZARLAMA ANONIM SiRKETi

Dagyaka Mah. 2004. Cad. No:6 Kahramankazan / Ankara, Turkey

Products: Extracorporeal Circulation Tubing Set, Quickprime Set, Hemofiltration /
Uitrafiltration Set, Cardioplegia Set, Muitiperfusion Set, Irrigation Aspiration Set,
Chemotherapy Set, Infusion Set, Transfusion Set, Perfusion Set, Pressure
Transducer Monitoring Set, Extension Line, Hemodialysis Arter/Venous Set,
Apheresis Set, AV Extracorporeal Circulation Set, Vacuum (VAVD) Control Device

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

Report Number: M.3187.11

Date of first issue: 27 December 2018

Date of last issue: 29 April 2021

Revision Number: 03

Expiry Date: 27 May 2024

Kiwa Belgelendirme Hizmetleri A.S. is Notified Body under Council Directive
93/42/EEC concerning medical devices with identification number: 1984
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Muhtesem Gokhan Yiicel
29 April 2021, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepetren, 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



