EGNIKO KENTPO A=I0AOIHLHL
THX MOIOTHTAL & TEXNOAOIIAL
LTHN YTEIAA.E.

MIZTONOIHTIKO EK/ EC CERTIFICATE
MAHPEZL IYITHMA AIAZGAAIZHE NOIOTHTAE / FULL QUALITY ASSURANCE SYSTEM

TigrotToicital 671 0 TAPOKATW AVOPEPOHEVOS KATAOKEVOOTAS EXEI KAOBIEPWOE! KOl EPapHOel
TTAAPES aUOTNUA BIGoQEAIONG TG TTOIOTNTAg CUMPpWVA WE TIS avtatioelg g Obnyiag 93/42/EQK, Napdptnua |l
(eEaipoupévou Tou onusiou 4) kal TNG EVOWRATWAONE TS oThv eAAnvikr) vopoBeaia,
yIO 70 OXEDIOOHO, TNV KGTAOKEUH KOl TOV TEAIKG EAEYXO0 Twy TTPOIGVTWY TTOU QvaPEPOVTal GTO TTAPOV TTIGTOTTOINTIKG
To moTomoINTIKO UTOKEITar OTOUS 6POUC Kat TIS TTPOUTTOBLGEIC TToU avaypdpoviar OTnv EMTOuEV] OEAida.
Orroisgdrimore onuavikse aAAayEc aTo axeSIaopo i} NV KaTaokeur HTOPET var KATAOTHOOUY TO TIOTOTTOITIKG GKUPO

We hereby certify that the under mentioned manufacturer has established and maintains
a full qualty assurance system according to 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 certificate is subject to terms and conditions overleaf.
Any significant changes in design or manufacture may render this certificate invalid.

ApiBpdc Motomoinmikod / Certificate Number: 301041049
To mapdv exbideral pog avikardoraon rou Ui’ api@. 301031049TN  microrromnikou
The present is issued o repiace certificate no 301031049TN
Karaokeuaomig.  ©. KAZANTZIAHZ AE - MEDIPAC
Manufacturer: TH. KAZANTZIDIS SA — MEDIPAC

Eykardagraor: BLME. KIAKIZ.
Facility: INDUSTRIAL AREA OF KILKIS, GREECE.

Mpoiovia: AMOZTEIPOMENA XEIPCYPTIKA PAMMATA
Products: STERILE SURGICAL SUTURES

Kartnyopiotroingn MNpoidviwy

Devices Classification: 0O EXOYN ETO NAPAPTHMA / AS LISTED IN ANNEX

Hpepopnvia Tpwrng Ekdoong:

Firstissue date: 18/11/1997

Hpgpounvia tpéxovoac ekdoong:
Current issue date:  25/05/2021

loyUEr pEXPI

Valid until:

‘Ex8eon emBepnang:
Audit report; 200111049

24/05/2024

MKPOY - MOPAITAKH EAE PIA, Mpdedpoc & AicuBivouca Zopfouiog
PIKROU - MORAITAKI ELHf THERIA. President & Managing Director

To EBvikéd Kévipo AfLiohdynong tng Nowbtnrag kay Texvoioyiag ornyv Yyela (EKANTY) elval Kowvonompévog Opyaviopud oupduva
pe v Odnyla 93/42/ECK nepl Twv wTpoTexvoloyikmy NpoidvTwy, P apipd avayvapiong 6653
National Evalualion Center ¢l Quality & Tachnology in Health S.A (EKAPTY} is & Notified body according to Councit Diroctive
93/42/EEC concerning medical devices with identitication number 0653
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EONIKO KENTPO AZI0OAOFHIHL
THI NOIOTHTAX & TEXNOAOGIIAL
LTHN YTEIAA.E.

MNAPAPTHMA TOY YN. APIOM. 301041049 MIZTOMOIHTIKOY.
ANNEX No. 301041049 CERTIFICATE.

IATPOTEXNOAOCIKO NPOION / KATHFOPIONOIHEH | TYMOZ / BRAND NAME
MEDICAL DEVICE NPOIONTN/
DEVICES
CLASSIFICATION
AMOITEIPOMENA XEIPOYPTIKA PAMMATA/ Iib » POLYAMID —~ MONOMYD
STERILE SURGICAL SUTURES o SILK — SEIDE — SETA

» SURGICAL STEEL
¢ SUPRAMID -SUPRAMYD

] » MONOFAST

s MONOSORB

s P.G.A.

¢« NEOSORB (PGLA)

s« NEOSORB RAPID (RPGLA)

¢« POLYESTER

e« PROPYLEN

¢ PROFIMED - MONOSOFT — ELASYN

OPOI & NPOYMNOOEZEIZ / TERMS & CONDITIONS

Mo anoeoTepwéva TpoidvTa Karmyopiag |, n MSToTTeINGN agopd povo 1a Bépara emmiteusng kan HiaTipnong Tng ATIOCTEIPWONS

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

Mia Trpoidvra katayopiag | P AaiToupyia PETRNONG. N TTICTOTOINGN apopd Povo Ta BEYATa TUPPGRELIONS TwV TTPOIGVTWY TTPOG Tig
HETPOAOYIKEG amafoeig

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 Tpoidvra karyopiag 1. gival amapaitno éva gupmAnpwpariko motoToiiike E¢éracns Ixedacuol ULPWVE HE Tig OTIOITAOEIS
¢ Odnyiag 93/42/EQK, Napdprnua 1l (onueio 4)

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

To TOTOTOINTIKG IOXUEl udva YIa T0 TPOIGVTA KOl TI§ EYKATAOTATEIS TTOU QvaQEpavTa

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

Oa TIpayparoTIoIoUVTN TTEPIoBIKES EMBEWPAOEIS EMTAPNONG 6TwE avapipeial otny Odnyia 93/42/EOK. pe okomd va emrainBelcTa
41 o karaokevoaorig Siatnpel kon epappolel To oUoTrpa Toldtniag

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

Orov 1po0vian Ta avwtépul, 0 KATAOKEUAoTi¢ PTropei va oyvTdoos dhiwon ouppdppwans EK kai va em@éte 1 ofuavon CE
0653 ota KTAUTITOUEVE TTPOIGVT

When meeting with the terms and conditions above, the acturer may draw up an EC declaration of conformity and legally affix
the CE 0653 mark

MIKPOY - MOPAITAKH EAEYGEPI j Mpoebpoc & AlEuBivouoa EUNBOUAOC
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBvikd Kévipo AEioAdynong e Nadnrag kat Texvoroylag atny Yyela (EKANTY) eivai Kowonoinptvog Opyaviopdg olpduwva
ue v OBnyla 83/142/EOK nepl Twv 10TPOTEXVOADYIKDY NpoTdvTwv, pe opBpd avayvwpiong 0653.
National Evaluation Cenler of Quality & Technology in Health S A (EKAPTY) is a Notiied body according to Councll Directive
93/42/EEC concerning medical devices. with Identification number 0653
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