SZUTEST

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 Glivencesi

Certificate Number: 2195-MED-1326001

Sertifika Numarasi

Manufacturer: Sayan Tibbi Aletler Pazarlama San. ve Tic. Ltd. Sti. )
Uretici Kemalpasa Mahallesi 7110/2 Sokak No:4 35060 Bornova, Izmir, TURKIYE

Product(s): Non-Sterile Trauma Implants - Cable and Plate Fixation System
Urtin(ler) Steril Olmayan Travma Implantlari - Kablo ve Plak Fiksasyon Sistemi

Model(s): Spesifications of product are given on the following page(s).
Model(ler) Uriin gesitleri ilerleyen sayfa(lar)da belirtilmistir.

Reference Report No: MMO0485-P005-R01, MM0485-P005-R02
Referans Rapor No

Szutest, Notified Body 2195, declares that the aforementioned manufacturer has implemented a quality assurance system
according to Annex Il (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 II, 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 concerned with the conformity of the devices with metrological requirements

2195 kimlik numarali Onaylanmig Kurulug Szutest, yukarida belirtilen dreticinin 93/42/AT Tibbi Cihaz Yénetmeligi EK ll(madde
4 harig) madde 3’iine gére bir kalite y6netim sistemi uyguladigini, bu yénetim sisteminin yénetmeligin sadece bahsi gegen (rtinin
tretiminin giivenlik kogullarini saglama ve devam ettirme ile ilgili gerekliliklerin karsiladigini beyan eder. Onaylanan bu kalite yénetim
sistemni, 93/42/AT Tibbi Cihaz Yénetmeligi EK Il, Madde 5'e gére periyodik olarak gbzetime ve habersiz saha denetimlerine tabidir.

Uretici, drinlerinin tasariminda ve yapisinda gergeklestirdigi 6nemli dedisiklikleri Szutest'e bildirmek zorundadir. Steril
kondisyondaki sinif | driinler igin kalite yénetim sistemi degerlendirmesi tretimin steril kondisyonun sagdlanmasi ve korunmasiyla
limitlidir. Olgim fonksiyonlu sinif | driinler igin Kalite y6netim sistemi degerlendirmesi tretimin cihazlarin metrolojik sartlara uyumunu
saglamasiyla limitlidir.

This EC certificate is valid till 2024-05-26.
Bu AT Sertifikasi 2024-05-26 tarihine kadar gecerlidir.

Issue Date/Yayin Tarnhi: 2013-09-17 ukiye BALKAN
Revision No./ Revizyon No.: 04 Recertification/ Yeniden Belgelendirme Deputy General Manager
Revision Date/ Revizyon Tarihi: 2019-11-13 Genel Miidir Yardimeisi
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SZUTEST

Certificate Number: 2195-MED-1326001

Sertifika Numarasi

Product Spesifications:
Uriin Cesitleri

Non-Sterile Trauma Implants - Cable and Plate Fixation System
Steril Olmayan Travma Implantlari - Kablo ve Plak Fiksasyon Sistemi

Plates, Screws and Wires
Plaklar, Vidalar ve Teller
Sleeve Plate
Dominolu Plak
Cable & Swage
Kablo ve Domino
Anchor Screw
Ankor Vidasi
Cable Hex Cap
Kablo Vidasi
Cable Holder
Kablo Tutucusu
Locking Plate Cable Holder
Kilitteme Plagi Kablo Tutucusu
Broad Compression Plate for Cable
Kablo Igin Genis Kompresyon Plagi
Narrow Compression Plate for Cable
Kablo Igin Dar Kompresyon Plagi
Trochanteric Plate
Trokanterik Plak
Trochanteric Grip
Trokanterik Destek Plagi
Broad Compression Plate
Genis Kompresyon Plagi
Narrow Compression Plate
Dar Kompresyon Plag
Thin Narrow Compression Plate
Ince Dar Kompresyon Plagi
Thin Narrow Plate
Ince Dar Plak
Staple
Zimba
Broad Plate
Genig Plak
Narrow Plate
Dar Plak
Semi Tubular Plate
Yarim Tubuler Plak
Universal Y Plate
Universal Y Plak
Humerus Y Plate
Humerus Y Plak
T Plate
T Plak
T Buttress Plate
Destekli T Plak
Obligue T Plate
Egik T Plak
L Buttress Plate
Destekli L Plak
Condylar Buttress Plate
Kondiler Destekli Plak
Cobra Head Plate
Kobra Basli Plak
Spoon Plate
Kasik Plak
Anatomical Locking Plate
Anatomik Kilitli Plak
Anatomical Plate
Anatomik Plak
Distal Radius Locking Plate
Distal Onkol Kilitli Plak
Distal Radius Plate
Distal Onkol Plak
Distal Uina Locking Plate
Distal Ulna Kilitli Plak
Distal Ulna Plate
Distal Ulna Plak
Proximal Humerus Locking Plate
Proksimal Humerus Kilitli Plak
Proximal Humerus Plate
Proksimal Humerus Plak
Distal Humerus Locking Plate
Distal Humerus Kilitli Plak
Distal Humerus Plate
Distal Humerus Plak
Olecranon Locking Plate
Olekranon Kilitli Plak
Olecranon Plate
Olekranon Plak

Radial Head Locking Plate
On Kol Basi Kilitli Plak
Radial Head Plate

On Kol Basi Plak

Clavicle Locking Plate
Klavikle Kilitli Plak

Clavicle Plate

Klavikle Plak

Ulna Locking Plate

Ulna Kilitli Plak

Ulna Plate

Ulna Plak

Reconstruction Locking Plate
Rekonstriiksiyon Kilitli Plak
Reconstruction Plate
Rekonstriiksiiyon Plak
Volar Locking Plate

Volar Kilitli Plak

Volar Plate

Volar Plak

Dorsal Locking Plate
Dorsal Kilitli Plak

Dorsal Plate

Dorsal Plak

Coronoid Locking Plate
Koronoyid Kilitli Plak
Coronoid Plate

Koronoid Plak

Proximal Fibula Locking Plate
Proksimal Fibula Kilitli Plak
Proximal Fibula Plate
Proksimal Fibula Plak
Distal Fibula Locking Plate
Distal Fibula Kilitli Plak
Distal Fibula Plate

Distal Fibula Plak

Distal Tibia Locking Plate
Distal Tibia Kilitli Plak

Distal Tibia Plate

Distal Tibia Plak

Proximal Tibia Locking Plate
Proksimal Tibia Kilitli Plak
Proximal Tibia Plate
Proksimal Tibia Plak

Distal Femur Locking Plate
Distal Femur Kilitli Plak
Distal Femur Plate

Distal Femur Plak

Proximal Femur Locking Plate
Proksimal Femur Kilitli Plak
Proximal Femur Plate
Proksimal Femur Plak
Calcaneal Locking Plate
Kalkaneus Kilitli Plak
Calcaneal Plate

Kalkaneus Plak

Pilon Locking Plate

Pilon Kilitli Plak

Pilon Plate

Pilon Plak

Pelvic Curved Locking Plate
Pelvik Kavisli Kilitli Plak
Pelvic Curved Plate

Pelvik Kavisli Plak

Tibial High Osteotomy Plate
Tibia Yitksek Osteotomi Plagi

Small Fragment Locking Plate
Kugik Kemik Igin Kilitli Plak
Small Fragment Plate
Kuguk Kemik Igin Plak
Tubular Locking Plate
Tubdler Kilitli Plak

Tubular Plate

Tiibiiler Plak

1/3 Tubular Plate

1/3 Tiibiiler Plak

1/4 Tubular Plate

1/4 Tibdler Plak

Small T Plate
Kugtik T Plak
Cloverleaf Plate
Yonca Plak

Mini Fragment Plate
Mini Kemik Igin Plak
Mini T Plate

Mini T Plak

Mini L Plate

Mini L Plak

Mini Oblique Plate
Mini Egik Plak

Cortical Locking Screw
Kortikal Kilitli Vida
Cortical Screw
Kortikal Vida

Malleolar Locking Screw
Malleolar Kilitli Vida
Malleolar Screw
Malleolar Vida
Cancellous Locking Screw
Spongiyoz Kilitli Vida
Cancellous Screw
Spongiyoz Vida
Cannulated Locking Screw
Delikli Kilitli Vida
Cannulated Screw
Delikli Vida

Cerclage Wire

Serkiaj Teli

Kirschner Wire

Kigner Teli

Washer

Pul

Nut

Civata

Interference Screw
Girigim Vidast

Herbert Screw

Herbert Vidasi

Locking Screw

Kilitli Vida

Compaction Screw
Sikigtirma Vidast
Cephalic Screw
Kafadan Vida

Distal Locking Screw
Distal Kilitli Vida

Distal Screw

Distal Vida

Schanz Screw

Sanz Vidasi

Nails

Civiler
Ender Nail
Ender Civisi
Pin
Pim
Steinman Nail
Steinman Civisi
Intramedullary Nail
Intramed(iller Civi
Elastic Nail
Elastik Civi
Nail End Cap
Civi Kapama Vidasi

Hip Plates and Screws
Kalca Plaklan ve Vidalar
Dynamic Hip Plate
Dinamik Kalga Plagi
Lag Screw
Cektirme Vidasi
Cannulated Hip Screw
Delikli Kalga Vidasi
Adult Plate
Yetigkin Plagi
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