EONIKO KENTPO AZIOAOTHIHX
THL NOIOTHTAL & TEXNOAOTIAL
YTHN YTEIA A.E.

EC CERTIFICATE
FULL QUALITY ASSURANCE SYSTEM

We hereby ceriify that the under mentioned manufacturer has established and maintainsg
a full quality assurance system according fo the requirements of Directive 93/42/EEC, Annex ||
{with the exemption of section 4) and its transposition in Greek legislation,
for the design, manufacture and final inspection of the products mentioned in this certificate.
The cettificate is subject to terms and conditions overlfeafl
Any significant changes in design or manufacture may render this certificate invalid.

Certificate Number: 301051542
The presen is issued to replace certificate nr 301041542AN

Manufacturer: QORTHOMED E

Facility: 6th OF OCTOBER CITY, 3RD INDUSTRIAL AREA, 201/3 EGYPT.

1. AUTOFIT TOTAL HIP PROSTHESES.

2. CEMENT RESTRICTORS.

3. GENERAL SPINE SYSTEMS.
Products:

4, INTRAMEDULLARY NAILS.

5. BONE PLATES.

6. BONE SCREWS.

7. DENTAL IMPLANTS SYSTEMS.

Devices Classification: 1. lll, 2.3.4.5.6.7.: llb
First issue date; 20/01/2047
Current issue date;  17/05/2021

Valid until:  24/05/202

Audit report: 2000

[IKPOY - MOPATTAKH EAEYGEPIA, NpdeBpoc & AcuBivousa ZopuBoudoc
PIKROU - MORAITAK!I ELEFTHERIA, President & Managing Director

To E8vikd Kévipo Afioddynang e Nowbrniag xaw Teyxvohoylag omyv Yyela (EKANTY) eival Kowenoinpévog Opyaviopdg oupgwva
ue v Odnyla 93/42/EOK nepi v 1IGTPOTEXVOAOYIKWY ApotdvTwy, pe apiBpd avayvopong 0853
National Evalualion Center of Qualily & Technology in Health 5 A. (EKAPTY) Is a Notilied body according 1o Councll Directive
93/42/EEC concerning madlcal devices, with idenilication number 0653
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EONIKO KENTPO AZIOAOTHEIHE
THZ NOIOTHTAL & TEXNOAOIIAL
ITHN YTEIA A.E.

OPOI & NPOYNOGEZEIZ / TERMS & CONDITIONS

Mo amooTaIpwytva TPOIOVTa Katnyopiag |, N maroeinan agopd povo Ta BEparta emiteuing kal SITAPNANG TNE ATTOOTEIPLONS.

For class | sterile products, the certificate covers only the aspects of manufacture concerned with securing and maintaining sterile
conditions.

lict mpoidvra katnyopiag | pe AsiToupyia pETpnong, N MCToTToINoN Bpopd Hovo Ta BENATa CUPHOPPWONS TwY TTROIOVTWY TIPOG TIg
PETPOAOYIKEG ATIATHOEIS.

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.

Ma mpoidvra kartnyopiag W, eivan arrapaitnto éva cupTrAnpwparnkd motoronnké ESEraong Ixedhacpou olupuwva Pe TIC QTTAITHOEIG
m¢ Qdnyiag 93/42/E0K, Napdptnua 1l (onusio 4).

For class 11l products an additional Design Examination certificate is required according to the requirements of Annex Il 93/42/EEC
(section 4}.

To MUToToINTIKG 1GXUEI HOVA yia 1O TFPOTOVTL KON TI5 EYKOTAOTACEIS TTOU QvOpEPOVTAI.

The certificate is valid only for the products and the facilities mentioned.

Ga TpaypaToTololVTaN TERIODIKES eMBEWPRCEIS EmTipnong 6w avapéperal oy Odnyia 93/42/E0K. pe okoto va emaAnBeveTa
6m o karackeuadthg Siarnpel ka: epappddel 1o cioTnpa ToIdTRTAS.

Periodical surveillance as referred in 93/42/EEC will be held in order to verify that the manufacturer maintains and applies the
quality system

Orav tpolvTal Ta aviwTépw, 0 KATOGKELAGTAS PTTOpE va guvTdooe Bfidwan oupudppwons EK kal va emBETel Tn oRpavon CE
0653 ora KGAUTTTOMEVT TPOIGVIQL

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.

MIKPOY - MOPAITAKH EAEYQEPIA, Mpoebpoc & Aleuivouoa SUpBouAog
PIKROU - MORAITAKI ELEFYHERIA, President & Managing Director

To E8viké KévTpo Aftohdynone e Ntodbnrag km Texvoloyiag oty Yyela (EKANTY) sivar Kowonompévog Opyaviopode cujduwva
pe v Obnylo 93/42/E0K nepi twv iaTpotexvoloyikay mpoldviwy, pe apiBpd avayvwpiong 0653
Natlonal Evaluation Cenler of Guality & Technology in Health S.A_ (EKAPTY) Is a Nolitied body according to Council Directive
93/42/EEC concerning medical devices. with identitication number 0653
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