'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'ye gére

Full Quality Assurance System
Tam Kalite Giivencesi

Certificate Number: 2195-MED-1921201

Sertifika Numarasi

Manufacturer: Ormed Grup Medikal Turizm Saghk Hizmetleri San. ve Tic. Ltd. $ti.
Uretici Macun Mah. 177 Cad. 19 H/7 Yenimahalle Ankara TURKIYE

Product(s): (1) Sterile Bone Cement

Uriin(ler) (1) Steril Kemik Gimentosu
(2) Sterile Bone Cement with Antibiotic
(2) Steril Antibiyotikli Kemik Cimentosu Digitally signed by Rotari Vladimir
(3) Sterlie Spacer with Antiblotic Date: 2021.08.02 22:07:54 EEST

i ihivotikli 4 Reason: MoldSign Signature
(3) Steril Antibiyotikli Aralayici Leation: Molderra

Model(s): Product models are given on the second page.
Model(ler) Uriin modelleri ikinci sayfada belirtilmigtir.

Reference Report No: MMO0731 -P001-R0O1, 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 I (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 survelllance pursuant to Annex i1, 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 condltions. For class | devices with measuring function the quality management system evaluation is
restricted to the aspects of manufacture concemed with the confomity of the devices with metrological requirements

2195 kimlik numarah Onaylanmis Kurulus Szutest, Yukarida belirtilen dreticinin 93/42/AT Tibbi Cihaz Y6netmelidi EX ll(madde
4 harig) madde 3'Une gére bir kalite yénetim sistemi uyguladigini, bu yonetim sisteminin yénetmeligin sadece bahsi gegen driniin
Uretiminin giivenlik kosulfaring saglama ve devam ettirme ile ilgilj gerekliliklenin karsiladigini beyan eder, Onaylanan bu kalite yénetim
sistemi, 93/42/AT Tibbi Cihaz Y6netmelifi EK I, Madde 5% 90re peniyodik olarak g6zetime ve habersiz saha denetimlerine tabidir.

Uretici, Griinferinin tasanminda ve yapisinda gergeklestirdigi Gnemii degdisiklikleri Szuteste bildirnek zorundadir Sterif
Kondisyondaki siuf | drtinfer icin kalite y6netim sistemi dederigndimesi dretimin steril kondisyonun sadlanmasi ve korunmasiyla
Limitlidir. Glgtim fonksiyoniu sinif | arlnler igin Kalite yénetim sistemi dederfendirmesi tretimin cihazlann metrolojik sartlara tyurmuny
saglamasiyla fimitlidir. : i

kiye BALKAN
Deputy General Manager
ddgr Yardimeist
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