
EC CERTIFICATE
AT SERTIFIKA

According to Annex ll of the Directive 93l42lEEC on Medical Devices
93/42/AT Trbbi Cihaz YdnetmeliQi Ek ll'ye gore

Full Quality Assurance System
Tam Kalite Gilvencesi

Certifi cate Number: 21 95-MED -1921201
Seftifika Numarast

Manufacturer:
Aretici

Product(s):
Urtin(ler)

Ormed Grup MedikalTurizm Sa$hk Hizmetleri San. ve Tic. Ltd. $ti.
Macun Mah. 177 Cad. 19 H/7 Yenimahalle Ankara TURKIYE

(1) Sterile Bone Cement
(1) Steril Kemik Qimentosu
(2) Sterile Bone Gement with Antibiotic
(2) Steril Antibiyotikli Kemik Qimentosu
(3) Sterile Spacer with Antibiotic
(3) Steril Antibiyotikli Aral ayrct

Product models are given on the second page.
Arti n modelteri ikinci sayfada belirtil migtir.

Model(s):
Model(er)

Reference Report No: MM0731-P001-R01, MM0731-P001-R02, MM0731-P001-R03
Referans Rapor No

Szutest, Notified Body 2195, declares that the aforementioned manufacturer has implemented a quality assurance system
according to Annex ll (excluding section 4), Section 3 of the directive 93l42lEEC 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 ll, Section 5 of
Directive 93l42|EEC and unannounced audits.

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

2195 kimlik numarah Onaylanmry Kurulug Szufesf, yukanda belirtilen Areticinin $/4AAT Trbbi Cihaz Ydnetmelifii EK ll(madde
4 hanQ madde 3'tine gbre bir kalite ydnetim sistemi uyguladQnt, bu y0netim sisteminin ydnetmeliQin sadece bahsi gegen iirilniin
iiretiminin gilvenlik kogullanm saflama ve devam eftirme ile ilgili gerckliliklerin karyladQtn beyan eder. Onaylanan bu kalite ydnetim
sisfemr, 93/4/AT Ttbbi Cihaz Yhnetmeligi EK ll, Madde 5'e 96rc peiyodik olarak gdzetime ve habersiz saha denetimledne tabidir.

Arefici, Artinleinin tasanmrnda ve yaptunda gergeklegtitdi}i hnemti deligiktikleri Szutest'e bildirmek zorundadtr. Steril
kondisyondaki srnf I ilrilnler igin kalite y6netim sistemi deSerlendirmesi ltretimin steil kondisyonun saflanmas ve korunmaayla
limitlidir. Olgiim fonksipnlu stnf ! tiriinler igin Kalite ydnetim sistemi deQerlendinnesi tiretimin cihazlann metrolojik gartlara uyumunu
saQ I am aayl a I i m itl i di r.
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