EBGNIKO KENTPO A=I0OAOMHIHE
THZ NOIOTHTAXL & TEXNOAOTITAL

b ITHN YTEIAA.E.
V NATIONAL EVALUATION CENTER
OF QUALITY & TECHNOLOGY
\ ( IN HEALTH S.A.

EC CERTIFICATE
FULL QUALITY ASSURANCE SYSTEM

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) and its transposition in Greek legislation,
for the design, manufacture and final inspection of the products mentioned in this certificate.
The certificate is subject to terms and conditions overfeaf.
Any significant changes in design or manufacture may render this certificate invalid.

Certificate Number: 301001521

Manufacturer: OMNIA SPA
Facility: VIA FRANCESCO DEL NEVO 190-FIDENZA PARMA ITALY

Products: AS LISTED IN ANNEX |
Devices Classification: AS LISTED IN ANNEX |

Current issue date:  26/07/2016

valid until:  24/10/2017

Audit report:

X. Nanadakng, Npdedpog & Aicubivuv Zoppoulog
H. Papadakls, President & Managing Director

To EBvikd Kévrpo ABoAdynong mg Nolémrag kot Texvohoylag oty Yyela (EKAMNTY) elvan Kowvonoinpévog Opyaviopdg obpguva
pe v Odnyla 93/42/ECQK nepl Twv aTpaTeXvohoyindy Rpoldviwy, pe apidpd avayvipione 0653,
National Evaluation Cenler of Quality & Technology In Health S.A. {(EKAPTY) Is a Nollfied body according to Council Directive
93/42/EEC concerning medical devices, with identification number 0653,
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ANNEX | No. 301001521 CERTIFICATE.

¢ Classification llb

1. NON ABSORBABLE SURGICAL SUTURES 1. SILK, POLYAMID
* Classification Il
1. ABSORBABLE SURGICAL SUTURES 1.1. PGA, MONOFAST
2. NON ABSORBABLE SURGICAL SUTURES ‘ i\‘iﬁ' POLYESTER

A0~

" Nanadakng, npbeﬁpcgrﬁ/n*:uef;vwv ZopBoulog
& Managing Director

TERMS & CONDITIONS

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

For Class | devices with a measuring function the cerlificate covers only the aspects of manufacture concemned with the conformity of
the products with metrological requirements.

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

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

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

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.
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