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-1812002

Sertifika Numaras!

Manufacturer: Estas Tibbi Mamiilleri Medikal Cihazlar Otomotiv imalat ithalat inracat ve
Uretici Ticaret Sanayi Anonim Sirketi
1. Organize Sanayi Bélgesi 1. Kisim Halis Vermezoglu Cad. No:57 Merkez Sivas
TURKIYE

Product(s): Product types are given on the following page(s).
Urtin(ler) Urtin bilgileri ilerleyen sayfalarda verilmistir.

Model(s): Product specification is given on the following page(s).
Model(ler) Uriin gegitleri ilerleyen sayfalarda verilmisgtir.

Reference Report No: MMO0685-P001-R01, MM0685-P001-R02, MM0685-P002-R01, MM0685-P002-R02,
Referans Rapor No MMO0685-P003-R01, MM0685-P003-R02

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 concemed 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 |l, 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 Onaylanmis Kurulug Szutest, yukarida belirtilen (ireticinin 93/42/AT Tibbi Cihaz Yénetmeligi EK Ill(madde 4
harig) madde 3'Une gére bir kalite yénetim sistemi uyguladigini, bu yénetim sisteminin yénetmeligin sadece bahsi gegen (rtiniin dretiminin
giivenlik kogullarini saglama ve devam ettirme ile ilgili gerekliliklerin kargiladigini beyan eder. Onaylanan bu kalite yénetim sistemi, 93/42/AT
Tibbi Cihaz Yénetmeligi EK Il, Madde 5'e gére periyodik olarak gbzetime ve habersiz saha denetimlerine tabidir.

Uretici, drdnlerinin tasariminda ve yapisinda gergeklestirdigi 5nemli degisiklikleri Szutest'e bildirmek zorundadir. Steril kondisyondaki
sinif | driinler igin kalite y6netim sistemi dederlendirmesi tiretimin steril kondisyonun saglanmasi ve korunmasiyla limitlidir. Olgim fonksiyonlu
sinif | drdinler igin Kalite y6netim sistemi dederlendirmesi dretimin cihazlarin metrolojik sartlara uyumunu saglamastyla limitlidir.

This EC certificate is valid till 2021-04-29.
Bu AT Sertifikasi 2021-04-29 tarihine kadar gecerlidir.

Issue Date/Yayin Tanhi: 2018-04-30 ukiye BALKAN
Revision No./ Revizyon No.: 02 Rev./Rev. Deputy General Manager
Revision Date/ Revizyon Tarihi: 2020-02-25 Genel Miidtir Yardimcisi
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SZUTEST

Certificate Number: 2195-MED-1812002

Product Specifications:
Urtn Cesgitleri

(1) Non-Sterile Tumour Implants

Steril Olmayan Timér Implantian

Diaphysis Spacer

Arthrodesis Spacer (Straight)
Arthrodesis Spacer (10°)

Clamp Screw (M2,5/M3/M3,5/M5)
Spacer Connector

Diaphysis Nail

Arthrodesis Nail

Arthrodesis Conical Nail
Interlocking Screw @5
Interlocking Screw @3,8

Angle Adjustment Pim

Cemented Straight Diaphysis Nail
Cemented Straight Arthrodesis Nail
Cemented Colared Diaphysis Nail

(2) Non-Sterile Spinal Implants
Steril Olmayan Spinal Implantiar

Monoaxial Screw (Type 1/Type 2)
Polyaxial Head

Screw Holder

Polyaxial Screw

Set Screw

Hexagonal Rod

Rod Ring

Pedikiler Hook

Laminar Hook

Offset Hook (Left, Right)
Connector Cylinder

Axial Connector (Long, Short)
Axial Connector Screw

Sertifika Numarasi

Diafiz Spacer

Artrodezis Spacer (Diiz)
Artrodezis Spacer (Diz, 10°)
Tespit Civatasi (M2,5/M3/M3,5/M5)
Spacer Konnektori

Diafiz Stem

Artrodezis Stem

Artrodezis Konik Stem
Kilitleme Vidas| @5

Kilitleme Vidas| @3,8

Agl Ayarlama Pimi

Cimentolu Diiz Diafiz Stem
Cimentolu Artrodezis Stem
Cimentolu Kolarh Diafiz Stem

Monoaksiyel Vida Tip 1, Tip 2
Poliaksiyel Baslik

Vida Tutucu

Poliaksiyal Vida

Nut

Altikbse Cubuk

Cubuk Yuzugu

Pedikiler Kanca

Laminar Kanca

Oteleme Kancas! (Sol, Sag)
Konektor Silindiri

Eksenel Konektdr (Uzun, Kisa)
Eksenel Konnektér Civatasi

Lateral Offset Connector (Short, Long)
Multiaxial Connector (Inner Body, Outer Body)
Multiaxial Connector Rod Screw

Multiaxial Connector Clamping Screw
Transverse Connector Rod

Transverse Connector Hook

Transverse Connector Hook Screw Transvers Baglanti Kancasi Vidasi
Polyaxial Head Cervical Polaksiyel Baslik Cervical

Screw Holder Cervical Vida Tutucu Cervical

Axial Connector (Mono, Dual) Aksiyel Konnektor (Mono, Dual)
Connector Cylinder (Mono, Dual) Konnektér Silindiri (Mono, Dual)
Connector Screw M4, M5, M6 Konektér Vidasi M4,M5, M6

Lateral Oteleme Konnektdril (Kisa, Uzun)
Multiaxial Baglanti (¢ Gévde, Dis Gévde)
Multiaxial Baglanti Rod Civatasi
Muiltiaxial Baglanti Sikistirma Civatasi
Transvers Baglanti Cubugu

Transvers Baglanti Kancasi
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SZUTEST

Certificate Number: 2195-MED-1812002

Sertifika Numarasi

Product Specifications:
Uran Cegitleri

(3) Non-Sterile Screws and Bone Plates

Steril Olmayan Vidalar ve Kemik Plaklari

Cannulated Compression Screw
Cannulated Cortical Screw

Cannulated Cancellous Screw (Long Thread/ Short
Thread/Full Tread)

Cannulated Cancellous Femoral Screw
Screw Washer

Non-Locking Cortical Screw

Non-Locking Cancellous Screw (Long Thread/Short
Thread/Full Tread)

Locking Mini Plate, Orbital Plate

Locking Mini Plate, H Plate

Locking Mini Plate, | Plate (Equal Hole
Distance/Variable Hole Distance)

Locking Mini Plate, 90° Left L Plate
Locking Mini Plate, 90° Right L Plate
Locking Mini Plate, 100° Left L Plate
Locking Mini Plate, 100° Right L Plate
Locking Mini Plate, 90° T Plate

Locking Mini Plate, 100° Left T Plate
Locking Mini Plate, 100° Right T Plate
Locking Mini Plate, Y Plate

Locking Mini Plate, X Plate

Locking Mini Plate Screw

Locking Mini Plate Emergency Screw
Non-Locking Mini Plate Screw
Non-Locking Mini Plate Emergency Screw
Locking Cortical Screw

Locking Cancellous Screw

3.5 mm Locking Small Fracture Plates

3.5 mm Reconstruction Plates

3.5 mm 1/3 Tubular Plates

3.5 mm Distal Fibula Plates

3.5 mm Proximal Tibia Medial Plates

3.5 mm Distal Medial Tibia Plates

3.5 mm Proximal Humerus Plates

3,5 mm Distal Medial Humerus Plates

3,5 mm Distal Lateral Humerus Plates

3,5 mm Olecranon Plates

3,5 mm Lateral Clavicula Plates

3,5 mm Distal Radius Volar Plates

4.5 mm Macro Fracture Narrow Plates
4,5 mm Macro Fracture Broad Plates

4,5 mm Proksimal Lateral Tibia Plates

4.5 mm Distal Femur Plates

4,5 mm Reconstruction Plates

6.5 mm Dynamic Hip Screw (DHS-135 °) Plates
6.5 mm Dynamic Condylar Screw (DCS-95 °) Plates
Pediatric Condylar Femur Plates

Pediatric Osteotomy Plates

Pediatric Proximal Femur Plates

Kaniilli Kompresyon Vidasi
Kanullii Kortikal Vida

Kaniilli Spongioz Vida Disli (Uzun Disli/Kisa
Disli/Tam Yivli)

Kanulli Spongioz Femur Vida
Vida Pulu

Kilitsiz Kortikal Vida

Kilitsiz Spongioz Vida Disli (Uzun Disli/Kisa Disli/Tam
Yivli)

Kilitli Mini Plak, Orbital Plak

Kilitli Mini Plak, H Plak

Kilitli Mini Plak, | Plak (Esit Delik Mesafeli/Degisken
Delik Mesafeli)

Kilitli Mini Plak, 90° Sol L Plak

Kilitli Mini Plak, 90° Sag L Plak

Kilitli Mini Plak, 100° Sol L Plak

Kilitli Mini Plak, 100° Sag L Plak

Kilitli Mini Plak, 90° T Plak

Kilitli Mini Plak, 100° Sol T Plak

Kilitli Mini Plak, 100° Sag T Plak

Kilitli Mini Plak, Y Plak

Kilitli Mini Plak, X Plak

Kilitli Mini Plak Vidasi

Kilitli Mini Plak Acil Vidasi

Kilitsiz Mini Plak Vidasi

Kilitsiz Mini Plak Acil Vidasi

Kilitli Kortikal Vida

Kilitli Spongioz Vida

3,5 mm Kilitli Kiigtk Kirik Plaklari

3,5 mm Rekonstriiksiyon Plaklar

3,5 mm 1/3 Tubiiler Plaklan

3,5 mm Distal Fibula Plaklan

3,5 mm Proksimal Tibia Medial Plaklar
3,5 mm Distal Medial Tibia Plaklari

3.5 mm Proksimal Humerus Plaklari
3,5 mm Distal Medial Humerus Plaklari
3,5 mm Distal Lateral Humerus Plaklari
3,5 mm Olekranon Plaklari

3,5 mm Lateral Klavikula Plaklan

3,5 mm Distal Radius Volar Plaklan
4.5 mm Biylk Kirnk Dar Plaklar

4.5 mm Biyiik Kink Genis Plaklar

4.5 mm Proksimal Lateral Tibia Plaklari

© 4.5 mm Distal Femur Plaklari

4,5 mm Rekonstriiksiyon Plaklan

6,5 mm Dinamik Kalga Vidasi (DHS-135°) Plaklan
6,5 mm Dinamik Kondiler Vida ( DCS- 95°) Plaklari
Pediatrik Condilar Femur Plaklari

Pediatrik Osteotomi Plaklar

Pediatrik Proksimal Femur Plaklari
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SZUTEST

Certificate Number: 2195-MED-1812002

Sertifika Numarasi

Product Specifications:
Uriin Cegitleri

(3) Non-Sterile Screws and Bone Plates
Steril Olmayan Vidalar ve Kemik Plaklar:

Lag Screw ( DHS-DCS)

Compression Screw (DHS-DCS)

Non-Locking Cortical Screw

Non-Locking Cortical Full Threaded Screws
Non-Locking Spongious Full Threaded Screws
Non-Locking Spongious 16 mm Threaded Screws
Non-Locking Spongious Pediatric Screws
Locking Cortical Screws

Non-Locking Cortical Pediatric Screws
Locking Cortical Pediatric Screws

Cable

Occipital Cable Clamp

(4) Non-Sterile Intramedullar Screws
Steril Olmayan Intramediiler Civiler

Femoral Intramedullary Nail

Locking Screw (@5/@3,8)

Locking Screw (Type 1/Type 2/Type 3)
Nail Compression Screw

Nail Endcap

Tibial Intramedullary Nail
Compression Endcap

Humeral Elastic Nail

Humeral Elastic Nail Endcap

(5) Non-Sterile External Fixator Systems
Steril Olmayan Eksternal Fiksatér Sistemleri

Schanz Screw

Trochar Kirschner Wire
Router Pointed Kirschner Wire
Kirchner Wire with Stopper

Lag Vidasi ( DHS-DCS)
Kompresyon Vidasi (DHS-DCS)
Kilitsiz Kortikal Vidalar

Kilitsiz Kortikal Tam Yivli Vidalar
Kilitsiz Spongioz Tam Yivli Vidalar
Kilitsiz Spongioz 16 mm Yivli Vidalar
Kilitsiz Spongioz Pediatrik Vidalar
Kilitli Kortikal Vidalar

Kilitsiz Kortikal Pediatrik Vidalar
Kilitli Kortikal Pediatrik Vidalar
Kablo

Oksipital Kablo Klempi

Femoral Intramediilar Civi
Kilitteme Vidas! (@25/@3,8)
Kilitleme Vidasi (Tip 1, Tip 2, Tip 3)
Civi Kompresyon Vidasi

Civi Tepe Vidasi

Tibial Intramediilar Civi
Kompresyon Tepe Vidasi

Humeral Elastik Civi

Humeral Elastik Civi Tepe Vidasi

Schanz Vidasi

Trocar Kirschner Teli
Freze Uglu Kirschner Teli
Stoperli Kirschner Teli

(6) Sterile Dental Implants and Non-Sterile Abutment Systems
Steril Dental Implantiar ve Steril Olmayan Ust Yap: Sistemleri

Macro Threaded Implants
Combine Threaded Implants
Cover Screws

Healing Caps

Abutment Screws

Straight Abutments

Angled Abutments
Multi-Unit Abutments

Ball Attachments
Impression Parts

Makro Yivli Implantlar
Kombine Yivli Implantlar
Kapatma Vidalar
lyilesme Basliklari
Dayanak Vidalari

Diiz Dayanaklar

Agili Dayanaklar
Multi-Unit Dayanaklar
Topuz Dayanaklar

Olcii Pargalar
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