EBNIKO KENTPO A=IGAOMHIHX
THX MOIOTHTAL & TEXNOAOTIAX
LTHN YTEIAA.E.

MIZTOMOIHTIKO EK / EC CERTIFICATE
MNAHPEZ LYZTHMA AIAZ®AAIZHZ NOIOTHTAZ / FULL QUALITY ASSURANCE SYSTEM

[MioToTrOIEITAI OTI O TTAPAKATW AVAPEPOUEVOG KATACKEUOT TG £XEI KOBIEPWOE! KOl EQAPUALE]
TANPEG oUOTNUA BIO0PANICNG TNG TTOIOTNTAG CUUPWVA HE TIG OTTAITACEIG TNG Odnyiag 93/42/EOK, Mapdptnua li
(e€aipoupévou Tou anpeiou 4) Kal TNG EVOWUATWANG TG 0TV AANVIKA VouoBeaia,
yid TO OX€DIACHO, TNV KATAOKEUN KOl TOV TEAIKO EAEYXO TWV TTPOIOVTWY TTOU AVAPEPOVTAI OTO TTAPOV TTICTOTIOINTIKO.
To TmioTOTTONTIKG UTTOKEITAI GTOUS GPOUS KAl TIS TIPOUTTOBEDEIS TTOU avaypd@ovIal aTnV Touevn asAida. Ormolsadnmore
oNpavTikéS aAdayég ato axedIaoud 1 TNV KATAOKEUR UTTOPEI VO KATAOGTHGOUV TO TTIGTOTIONTIKG GKUPO.

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

Ap10u6g MiorotroinTikot / Certificate Number: 301001049

To mapov aviikaBioTd 10 UTT aPIBy. 2013120NT3 moTOTTOINTIKG.
The present is issued to replace Certificate Number 2013/120NT3.

Kataokeuaotig:  ©. KAZANTZIAHZ A.E. - MEDIPAC
Manufacturer: TH. KAZANTZIDIS S.A. - MEDIPAC

Eykardotaon: BLME. KIAKIZ
Facility: |NDUSTRIAL AREA OF KILKIS, GREECE.

Mpoiévta / Products: QI EXOYN ZTO MAPAPTHMA 1/ AS LISTED IN ANNEX |

Karnyopiotroinon Mpoioévtwv/

Devices Classification: £ EXOYN ZTO MAPAPTHMA I/ AS LISTED IN ANNEX |

Huepopunvia mpwTng ékdoong:

First issue date: 18/11/1997

Huepounvia Tpéxoucag ékdoong:

Current issue date: 21/07/2015

loxUel péxpr:
Valid until: 24/10/2017

‘EkBeon emBewpnong:

Audit report: 200011049

I". Naroig, AleuBUvwv ZUUBouAog
G. Pappous, Managing

To EBvik6 Kévtpo A§loAbynong g Motdmtag kat Texvoloylag v Yyeia eivat Kotvoroinuévog Opyaviopég olpudwva
pe v Odnyla 93/42/EOK nepl Twv 1aTPOTEXVOAOYIKOV MPoidVTwy, pe aplBud avayvmplong 0653.
National Evaluation Center of Quality & Technology in Health S.A. is a Notified body according to Council Directive
93/42/EEC concerning medical devices, with identification number 0653.




EONIKO KENTPO A=IOAOIMHXIHX
THL MOIOTHTAL & TEXNOAOIIAX
YTHN YTEIAA.E.

NMAPAPTHMA | TOY YI. APIOM. 301001049 NMIZTOMOIHTIKOY.
ANNEX | No. 301001049 CERTIFICATE.

e Kartnyopia / Classification llb

1. STERILE SURGICAL SUTURES: SILK, POLYAMID,
1. AMNOZITEIPQMENA XEIPOYPIIKA PAMMATA STAINLESS STEEL. SUPRAMID.
2. OAONTIATPIKEZ MEMBPANEZX 2. DENTAL MEMBRANES PTFE
e Kartnyopia / Classification Il
1. STERILE SURGICAL SUTURES: PGCL, PDO,
1. ANNOZTEIPQMENA XEIPOYPIIKA PAMMATA POLYPROPYLENE, PTFE, PGA, POLYESTER, PGLA,

PGLA RAPID, PGA RAPID.

oUg, Aleubuvav Z{fiBoulog
. Pappous, Managing/Director

r.n

OPOI & MPOYMNOGEZEIX / TERMS & CONDITIONS

MNa atrooTeipwpéva TPOIGvTa Katnyopiag |, n maoTotroinon agopd fovo Ta BEuaTa TmiTEUENG Kal SIATAPNONG TG ATTOCTEIPWONG.
For class | sterile products, the certificate covers only the aspects of manufacture concerned with securing and maintaining
sterile conditions.

Ma Tpoidvta kaTnyopiag | ye Acitoupyia HETPNoNg, N TOTOTTOINON APOPd POVO Ta BEPATA CUPNOPPWONG TWV TTPOIOVTWY TTPOG
TIG METPOAOYIKEG OTTQITAOEIG.

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.

MNa wpoidvTa karnyopiag I, eival amrapaitnTo Eva CUPTTANPWEATIKG TTIaTOTToINTIKG EEETaong Zxediaouol cUU@WVA UE TIG
armraithoeig g Odnyiag 93/42/EOK, MapdpTnua Il (onueio 4).

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

To moTotroINTIKG 10XUEI HOVa yIa TO TTPOIGVTA KO TIG EYKATACGTACEIG TTOU OVOQEPOVTAL.

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

Oa TTpayuaToTToloUVTal TTEPIOBIKEG ETTIBEWPATEIG ETITAPNONGS OTTWG avagépeTal otnv Odnyia 93/42/EOK, e akoTré va
eTraAnBeleTal 6T 0 KATAOKEUAOTAG dlaTtnpei kal epapuddel To aUOTANA TTOIOTNTAG.

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 TnPoUVTal TO OVWTEPW, O KATAOKEUAOTAG MTTOPET va ouvTacoel dAwaon cuppopewaons EK kai va embérel Tn ofjuavon CE
0653 oTa KOAUTTTOMEVA TTPOIGVTA.

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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EONIKO KENTPO A=IOAOMHIHX
THZ MOIOTHTAL & TEXNOAOIIAX

LTHN YTEIAA.E.

NATIONAL EVALUATION CENTER SRS R & 31/07/2015
OF QUALITY & TECHNOLOGY AP. MPQT.: 45437
IN HEALTH S.A.

NPOZ KAOE ENAIA®EPOMENO / TO WHOM IT MAY BE CONCERN

~ BEBAIQZIH
BeBatwverar o1 o1 eutropikoi TOTTON TwV 10TPOTEXVOAOYIKWY TTPOIGVTWY TToU avagépovial atnv akdhoudn Aiota
kaAUTrTovrar amé 1o utr' apiB. 301001049 MOTOTIOINTIKO CUPHOPPWONG TNG eTaipeiac ©. KAZANTZIAHE ALE. -
MEDIPAC oUpowva ye Ti¢ amaitoeic Tng Odnyiac 93/42/EOK , Mapdptnua ll.

We hereby certify that the under mentioned commercial types of the listed medical devices are covered by the
certificate of compliance Nr 301001049  of the company TH. KAZANTZIDIZ S.A. - MEDIPAC according to the
requirements of Directive 93/42/EEC, Annex Il.

1. ATOZTEIPQMENA XEIPOYPI'IKA PAMMATA / STERILE SURGICAL SUTURES
1.1 Epmopikég Ovopaaieg xeipoupyikwy pappdtwy kamyopiag Il / Commercial types of surgical sutures class |l
- MONOFAST
- MONOSORB
- PROPYLEN
- PROFIMED
- PGA
- POLYESTER
- NEOSORB (PGLA)
NEOSORB RAPID (PGLA)
- PGARAPID
1.2 Epmopikég Ovopaaieg xeipoupyikwy pappaTwy katnyopiag Iib / Commercial types of surgical sutures class Ilb
SILK
POLYAMID
STEEL
- SUPRAMID
1.2.1 Epmopikh Ovopaaia odovtiatpikng pepppavng / Commercial type of dental membrane Ilb
- PTFE MEMBRANE

MNa 10 EKAMTY AE / For EKAP

I". Mammoug, Alg

G. Pappous; Managing Director
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