EC CERTIFICATE

AT SERTIFIKA

According to Annex Il of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz Yénetmeligi Ek II've gére

Full Quality Assurance System
Tam Kalite Glivencesi

Certificate Number: 2195-MED-2005201
Sertifika Numaras:

Manufacturer: ZESA TIBBI CIHAZLAR MEDIKAL KIMYA SANAYI VE TICARET LTD. STi.
Uretici 10018 Sk. No:7/1 Tekeli Koyli ITOB Organize Sanayi Bélgesi Menderes / |zmir
TURKIYE

Product(s): Sterile Absorbable Synthetic Bone Graft
Uriin(ler) Steril Emilebilir Sentetik Kemik Grefti

Model(s): NTM-Cera Synthetic Bone Graft
Model(ler) NTM-Cera Sentetik Kemik Grefti

Reference Report No: MMO0739-P001-R01, MM0739-P001-R02
Referans Rapor No

Szutest, Notified Body 2195, declares that the aforementioned manufacturer has implemented a quality assurance sysiem
according to Annex II (excluding section 4), Section 3 of the directive 93/42/EEC on medical devices. This quality assurance system

"covers those aspects of manufacturing concerned with securing and maintaining safe conditions of the respective product(s) and
conforms to the provisions of this Directive. The approved quality system is subject to surveillance pursuant to Annex I, Section 5 of
Directive 93/42/EEC and unannounced audits.

Szutest must be informed of any significant changes in the design and/or construction of the product(s). For class | devices
with sterile conditions the quality management system evaluation is restricted to the aspects of manufacture concerned with securing
and maintaining sterile conditions. For class | devices with measuring function the quality management system evaluation is
restricted to the aspects of manufacture concemned with the conformity of the devices with metrological requirements

2195 kimlik numaralt Onaylanmig Kurulug Szutest, yukarida belirtilen treticinin 9%42/AT Tibbi Cihaz Yénetmeligi EK li{madde
4 harig) madde 3'Une gére bir kalite ySnetim sistemi uyguladigini, bu yénetim sisteminin y6netmeligin sadece bahsi gegen diriniin
uretiminin givenlik kosullarini saglama ve devam ettirme ile ilgili gerekiiliklerin karglladigin beyan eder. Onaylanan bu kalite ynetim
sistemi, 93/42/AT Tibbi Cihaz Yénetmelidi EK Il, Madde 5'e gére periyodik olarak gtzetime ve habersiz saha denetimlerine tabidir.

Uretici, driinlerinin tasanminda ve yapisinda gergeklestirdigi 6nemli degisiklikleri Szutest'e bildirmek zorundadir. Steril
kondisyondaki sinif 1 drinler igin kalite yénetim sistemi degerlendirmesi dretimin steril kondisyonun saglanmas: ve korunmasiyla
limitlidir. Olgdm fonksiyonlu siif I drinler igin Kalite yénetim sistemi degerlendirmesi (iretimin cihazlarin metrolojik sartlara uyumunu
saglamasiyla limitlidir.

This EC certificate is valid till 2024-05-26.
Bu AT Sertifikas! 2024-05-26 tarihine kadar gegerlidir.

Issue Date/Yayin Tanhi: 2020-02-21 Rukiye BALKAN
Deputy General Manager
Genel Mdddr Yardimeisi

SZUTEST UYGUNLUK DEGERLENDIRME A.S.
Tatlisu Mahaltes, Akif inan Sk. No:1 Umraniye 34774 ISTANBUL / TURKIYE

Szutest.com.tr



EC DESIGN EXAMINATION CERTIFICATE

AT TASARIM INCELEME SERTIFIKASI

According to Annex I, Section 4 of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz Yénetmeligi Ek I, Bélim 4'e gore

Certificate Number: 2195-MED-2005201-D01

Sertifika Numarasi

Manufacturer: ZESA TIBBI CIHAZLAR MEDIKAL KIMYA SANAYi VE TICARET LTD. STi.
Uretici 10018 Sk. No:7/1 Tekeli Kéyi ITOB Organize Sanayi Bolgesi Menderes / |zmir
TURKIYE

Product(s):

p Sterile Absorbable Synthetic Bone Graft
Uriin(ler)

Steril Emilebilir Sentetik Kemik Grefti

Modei(s): NTM-Cera Synthetic Bone Graft
Model(ler) NTM-Cera Sentetik Kemik Grefii

Reference Report No: MM0739-P001-R01, MM0739-P001-R02
Referans Rapor No

Issued by Szutest, Notified Body 2195, this document certifies that the design documentation of the mentioned product complies
with Annex II, Section 4 of the 93/42/EEC Medical Devices Directive.

The manufacturer is subject to EC surveillance in accordance with Annex I, Section 5 of 93/42/E EC Medical Devices Directive
and unannounced audits.

2195 kimlik numarah Onaylanmis Kurulug Szutest tarafindan yayinlanan bu dokiman yukarida belitilen driindn tasarim
dokdmanlaninin 93/42/AT Tibbi Cihaz Yénetmeliginin Ek I, Bélim 4'e uygunlugunu sertifikalandirmaktadir.
Uretici 93/42/AT Tibbi Cihaz Ydnetmeligi £k Il, Boliim 5' ine gére gbzetim denetimlerine ve habersiz saha denelimlerine tabidir

This EC Design Examination Certificate is valid till 2024-05-26.
Bu AT Tasanm Inceleme Sertifikas: 2024-05-26 tarihine kadar gegerlidir.

A A mtara s

Issue Date/Yayin Tarnihi: 2020-02-21 Rukiye BALKAN

Deputy General Manager
Genel Miidiir Yardimeisi

SZUTEST UYGUNLUK DEGERLENDIRME A S.
Tatlisu Mahallesi, Akif inan Sk. No:1 Omraniye 34774 [STANBUL / TURKIYE

Szutest.com.tr



