EONIKO KENTPO A=ZIOAOMHZIHX
THX NMOIOTHTAL & TEXNOAOIIAX
LTHN YTEIAA.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

EC CERTIFICATE / EC SERTIFiKASI
FULL QUALITY ASSURANCE SYSTEM/ TAM KALITE GUVENCE SISTEMI

We hereby certify that the under mentioned manufacturer has established and maintains a full quality assurance
system according to the requirements of Directive 93/42/EEC, Annex Il (with the exemption of section 4) for the
design, manufacture and final inspection of the products mentioned in this certificate.

The certificate is subject to terms and conditions overleaf.

Any significant changes in design or manufacture may render this certificate invalid.

National Evaluation Center of Quality and Technology in Health S.A. (EKAPTY) is a notified body according to
Council Directive 93/42/EEC concerning medical devices, with identification number 0653.

Asagida Belirtilen Ureticinin Bu Sertifikada Bahsedilen Uniinlerin Tasarimi, Imalati ve Son Muayenesi Igin 93 / 42
EEC Ydnetmeligi, Ek Il (Madde 4 Harig) Gereksinimlerini Karsilayacak Sekilde Bir Tam Kalite Giivence Sistemi
Olusturdugu ve Siirdirdigi Onaylanmistir.

S6z Konusu Sertifika Sartlari ve Kosullan Arka Sayfadadir.

Uriiniin Tasanm veya Imalatinda Yapilan Onemli Degisiklik(ler) Bu Sertifikay: Gegersiz Kilabilir. 0653 Kimlik
Numarasi ile 93/42 EEC Tibbi Cihaz Ydnetmeliginde Bir Onaylanmis Kurulustur.

Certificate Number / Sertifika Numarasi: 301011471
The present isissued to replace Certificate Nr301011471. Mevcut
Sertifikayi degistirmek igin verilen numara 3010114 71.

Manufagtuz,er/ SOLID TIBBi MALZEMELER TURIZM iNS. iTH. iHR. SAN ve TiC. LTD.
retici:  gTi

Facility/ YENIDOGAN MAH. 1525 SOK. NO:9 K:1 D:1 54100 ADAPAZARI
Tesisler: SAKARYA TURKEY

PFUOQU?S/ AS LISTED IN ANNEX | / EK 1’DE LISTELENMISTIR
runier:

Devices Classification/  og 15TED IN ANNEX 1/ EK 1'DE LISTELENMISTIR
Urlnlenn Sinifi:

First Issue date/  04/04/2018
Ik verilis tarihi:

Current issue date/
Guncel Yayin Tarihi: gsios/20%8

Valid until/ i ,L_
son Gegerlifik Tarihi: 030412023 [
Audit report Nr/ /
Denetim rapor No: 200011471 k>
o

/

i

X. Namaddkng,-Apdedpog & AleuBuviov ZUHBOUAOG
H. Peébadakis, Bascan ve Genel Miidiir

National Evaluation Center of Quality and Technology in Health S.A. (EKAPTY) is a notified body according to Council Directive
93/42/EEC concerning medical devices, with identification number 0653.
0653 Kimlik Numarasi ile 93/42 EEC Tibbi Cihaz Ydnetmeliginde Bir Onaylanmis Kurulugtur
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EONIKO KENTPO AZIOAOMHIHX
THZ MOIOTHTAL & TEXNOAOIAX
ITHN YTEIAA.E.

NATIONAL EVALUATION CENTER
OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

ANNEX | OF THE CERTIFICATE Nr 301011471/ EK SERTIFiKA NUMARASI 301011471

Class lib products
e Bone Plates & Bone Screws / Kemik Plaklari ve Kemik Vidalari
e Intramedullary Nails / Intramedular Civiler
e Fixators / Fiksatorler

Class Ill products

e Hip Joint Prosthesis / Kalga Eklemi Protezlgri

H.-Papadakis, Pr;ésident & Managing Director
H. Papadakis, Bagcan ve Genel Midur

TERMS & CONDITIONS / KOSULLAR VE SARTLAR

For class | sterile products, the certificate covers only the aspects of manufacture concerned with securing and maintaining
sterile conditions. / Sinif | Steril Uriinler Igin, Bu Sertifika Sadece Sterilizasyon Kosullarini Saglamak ve Sirdirmek ile ligili
Uretim Yonlerini Kapsamaktadir.

For Class | devices with a measuring function the certificate covers only the aspects of manufacture concerned with the
conformity of the products with metrological requirements. / Olgim Fonksiyonlu Sinif | Uranler Igin, Bu Sertifika Sadece
Uranlerin Metrolojik Gereksinimlere Uygunlugu ile ligili Uretim Yénlerini Kapsamaktadir.

For class il products an additional Design Examination certificate is required according to the requirements of 93/42/EEC,
Annex |l section 4 / Sinif Il Urinler Igin, 93/42/EEC Yénetmeligi, Ek It bolim 4 gereksinimlerine gére ilave bir Tasanm Inceleme
Sertifikasi gereklidir. !

?’he certificate is valid only for the products and the facilities mentioned / Bu Sertifika Sadece Bahsedilen Urlinler ve Tesisler
cin Gegerlidir.

Periodical surveillance as referred in 93/42/EEC will be held in order to verify that the manufacturer maintains and applies the
quality system./ 93/ 42 EEC Yénetmeliginde Belirtildigi Gibi, Ureticinin Kalite Sistemini Stirdliriip Uyguladigini Dogrulamak lgin

Her Yl Periyodik Gozetim Yapilacaktir.

When meeting with the terms and conditions above, the manufacturer may draw up an EC declaration of conformity and legally
affix the CE 0653 mark.
Yukanidaki Kosullar ve Sartlar Saglandiginda, Uretici Bir Uygunluk Beyani Tanzim Edebilir ve CE0653 Isaretini

Yasal Olarak Kullanabilir.
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