EONIKO KENTPO ASIOADMHIHX
THX NOIOTHTAX & TEXNOAOIMAX
ITHN YTEIA A.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

MIZTOMOIHTIKO EK / EC CERTIFICATE
NAHPEZ ZYZTHMA AIAZ®AAIZHE NOIOTHTAZ / FULL QUALITY ASSURANCE SYSTEM

MioToTroielral 6T 0 TOPAKATW AVAPEPOHEVOS KOTAOKEVOOTAG EXEN KABIEPUITEI KOl EQAPHOZE!
TAfpeEg ouaTnua Slaoedliong TS ToIGTTAS CUPQWVA HE TIS araitigEels Tng Odnylag 93/42/E0K, Napdptnua i
{eEcipoupévou Tou anpelou 4) kal TS EVOWUATWONCS NS aTnv EAANVIKI] vouoBeaia,
yIa 10 oXeBIaopd, TNV Karaokeur Kai Tov TEAIKG EAEYXO Twv TFROIGVTWV TTOU QVapEPOVTQ) OTO TTAPOY TNITTOTOINTIKG.
To migromointixd UITGKEITar OTOUS SPOUC Kai TIC TROUTTORECEIC TTOU avaypapovIal oTnv EMOUEVN OEAfDa.
Ornoicadiymore onuavikes ardayéc a0 axeSiaouo 1} v KaTaoKEW} UTTOPE va KaraaTioouy 10 TTIgTOTTOIRTIKG 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 ||
{with the exemption of seclion 4) and its transposition in Greek legislation,
for the design, manufacture and final inspection of the products mentioned in this certificate.
The ceftificate is subject to terms and conditions overleal.
Any significant changes in design or manufacture may render this certificate invalid.

Ap1Buég MaTtotroinTikou / Certificate Number: 301021049
Karaoxeuaotig: ©. KAZANTZIAHZ A.E. - MEDIPAC
Manufacturer: TH, KAZANTZIDIS S.A. — MEDIPAC
Eykaraoraon: BILNE. KIAKIZ
Facility: NDUSTRIAL AREA OF KILKIS, GREECE.

Npoidvra / Products: QZ EXOYN ZTO MAPAPTHMA | / AS LISTED IN ANNEX |

Kamnyopiotroinon Mpoidviwv/

Devices Classification: 1E EXOYN ZTO MTAPAPTHMA 1/ AS LISTED IN ANNEX |

Hpepounvia wpltng éxdoang:

Firstissue date; 18/11/1997
Hpepopnvia rpéxouvoag éxdoong:

Current issue date: 25/10/2017
laxoe pExpr:

{(/alidpuﬁt)ilz 24/10/2022
‘ExBeon emBewpnong:

Audit report: 200071049

LS
-y
£. NOPABOZE, AleuBUvuwv EUPBOUACE K. MANAPA, Npdebpog
S. PORAVOS, Managing Director K. PANARA, President of the Board

To EBving Kévipo ARioAdynong mg Nowbmtag kar Texvohoyiag omy Yyela (EKANTY) elval Kowonoinuévog Opyaviapds adppuva
pe v Obnyla 93/42/EOK nept Twv 0Tpotsxvolayikbv npoldviwy, pe apifpd avayvimang 0653,
National Evaluation Cenler of Cuality & Technology in Haalth S.A. (EKAPTY) is a Notilied body according to Councll Directive
S/42/EEC concerning medical devices, with identificalion number 0653.

R EMYPRHT 13157 IG5 G2 FAYOAAA « 13 15 SMYRNIS | IG5 62 GLYFADA - GREECE
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EONIKO KENTPO AZIOAOMHIHX
THL MNOIOTHTAL & TEXNOAGTIAL
ITHN YTEIA A.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

RAPAPTHMA | TOY YN. APIOM. 301021049 NIZTONOIHTIKOY / ANNEX | No, 301021049 CERTIFICATE.

» Karnyopia f Classification llb

1. STERILE SURGICAL SUTURES: SILK, POLYAMID,
1.  ANOITEIPQIMENA XEIPOYPFIKA PAMMATA STAINLESS STEEL, SUPRAMID.

2. DENTAL MEMBRANES PTFE: TITANIUM-REINFORCED,
2. OAONTIATPIKEZ MEMBPANEEL POSTERIOR SINGLES, TITANIUM-REINFORCED ANTERIOR
SINGLES, NON-REINFORCED.

3. HAOI KAI BIAEZ TITANIOY 3. MICROPINS & MICROSCREWS

+ Karnyopia ! Classification Il

1. STERILE SURGICAL SUTURES: MONOFAST, MONOSORB,
1. ANOZITEIPQMENA XEIPOYPIIKA PAMMATA NEOSORB (PGLA), NEOSORB RAPID (PGLA}, PGA, PROFIMED,
POLYESTER, POLYPROPYLEN

4

£. MOPABOE, AzuBiviwl Evpfovhag K. NANAPA, FlpbtBpog
S. PORAVOS, Managing Director K. PANARA, Presidend of the Board

OPOI & MPOYNO®EZEIZ / TERMS & CONDITIONS

Na amooteipwpéva Trpoidvia katnyopiag |, n moromoinan apopd péve Ta Bépara emiteugng kol Siatripnong g
awoorteipwong.

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

Fa wpoidvra karnyoplag | pe Aaitoupyla pétpnong, n moTooingn agopd povo TQ BEPATA GUPHGPPLIOTIS TWV TTPOIGYTWY
TIPOC TIC HETPOAOYIKEG aTTQTGEIS.

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

la wrpoidvra karnyopiag I, eivan amapairnto éva gupmAnpwiankd motomonTixd EEétaang Ixediaopod alppwva pe TIg
amramcelg g Odnyiag 93/42/E0K, Napdptnua I (onueio 4).

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

To MOTOTTOINTIKG IGXVEI péva yit Ta TTPOIGVTA KO TIG EYKATAOTACEIG TTOU avagpEpPOVTal.
The certificate is valid only for the products and the facilities mentioned.

Qa mrpayparemololvTal wepiodikég emBewp oS ETITApNong oTrwe avagéperal atnv Odnyia 93/42/E0K, pe oxkomd va
eraAnBederal én o karaoxevaatig SiaTnpel kai £Qappolel 10 gUOTNHA TTOIGTNTAC.

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

Drav mpolvia TG avwTépw, 0 KATAOKEVQOTHG PTTopei va ouvtdogel SRAwon ouppdpgwong EK kol va emBETel T
ofjpavon CE 0653 gra kaAuTrTopEva TRoidvTa.

B 71YPNHE 1315 165 62 FAYOASA » 1315 SMYRNIS | 165 62 GLYFADA - GREECE
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EONIKO KENTPO ASI0AOMHIHE
THZ MOIOTHTAX & TEXNOAOIIAX
LTHN YFEIAA.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

NIZTONOIHTIKO EK / EC CERTIFICATE
ESETAZH IXEAIAZMOY / DESIGN EXAMINATION

Mioromroitar o1 S1E€rixOn eSéTaon axedSiaopod Twy TROTGYTWY TTOU avagEPOVTAl OTO TICPOV TTIGTOTTOINTIKG aUNpuIvVa
pe v Odnyia 93/42/EQK, Napdptnua Il anueio 4 kar v evowpdnwan mg
atnv EMnvIKI vopoBegia,
O oxediaopdg Twy TPOIGYTWY CUMHOPPUVETal TTPog TIG amaitioclg Tng Odnylag.
To maTotrorTike ekdideTan e Bdon To amotéAeopa g e€éraang Tou gakéhow oxedioouol,
OToIEcOATFOTE TPOTTOTOINOCEIG TOU EYKEKPILEVOU TXESIATUOU TTRETTEI GUECT va yVwoToTTOINBoOY
avo EKANTY yia oupmAnpwparixh éykpion.
Ma 7 BEan Twy TPoidvTwyY oTnV ayopd eival amapaltnTo éva TSTOTToNTIKG TTARPOUS CuoTraTog BIaopahlong g
moIoTNTaG oUupQva HE Thv Odnyia 93/42/EOK, Napdaptnpa Il onpeio 3.

We hereby certify that a design examination has been carried out on the under mentioned devices according
to Annex !l section 4 of Directive 83/42/EEC and its transpasition in Greek legislation.
The design of the devices conforms to the provisions of the Directive.
The certificate is based on the result of the examination of the design dossier.
Any changes in the approved design may render this cerlificate invalid.
Changes must immediately be reported to EKAPTY in order to receive further approval.
For marketing of the products a full quality assurance system certificate is required according to
the requirements of Annex Il 93/42/EEC (section 3).

ApiBpoég MotowoinTiko / Certificate Number: 301021049DE8

Karaoxeuaatris: ©. KAZANTZIAHE A.E. - MEDIPAC.,
Manufacturer: TH. KAZANTZIDIS S.A. - MEDIPAC.

Eykardoraan: BLAE. KIAKIZ
Facility: INDUSTRIAL AREA OF KILKIS, GREECE.

Npoidvia: ANOIZTEIPOMENA XEIPOYPIIKA PAMMATA, MEDIPAC PGCL-MONOFAST.

Products: STERILE SURGICAL SUTURES, MEDIPAC PGCL-MONOFAST.
Huepopnvia pwng ékdoong:
First issue date:
Huepopnvia tpéyouaag éxdoorng:
Current issue date:

loxuel péxpr:
XU HEXD: 2411012022

ExBéoeig aiohdynang: 200071049
Examination reports:

04/07/2007

251112017

k3 ﬂaPRBOI, AlfuBGVLV Iippoulog K. HA‘!'NI-A_PA. Npdebpog
S. PORAVOS, Managing Director K. PANARA, President of the Board

To E8vind Kévrpo Aflodbynong tng Nawinrag kal Texvohoylag omy Yyela (EKANTY) eival Kowonompévoe Opyaviopds olpduva
pe mv Obnyla 9MZEOK nepl Twy atporexvoloyiiv npoldviwy, ue aplBué avayvipiong 0853,
National Evaluation Center of Quality & Technology in Health S.A. (EKAPTY) is a Notifiad body according lo Councll Directive
QA42/EEC concerning medical davices, with Idenlitication number 0653,

I :MYPNHI 13151165 62 TAVDALA * 1315 SMYRNIS| 165 62 GLYFADA - GREECE
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EBNIKO KENTPO A=IOAGIHIHX
THL NOIOTHTAX & TEXNOAOIIAL
LTHN YTEIA A.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S A.

MNIZTONOIHTIKO EK / EC CERTIFICATE
ESETAZH IXEAIAZMOY / DESIGN EXAMINATION

Mharomoieitan 6m SiegrixOn egéraan oxediaopol Twv TPOIGYTWY TTOU AVAPEPOVTAl GTO TFAPOV TTIFTOTTOINTIKG GUMpLVA
He v Odnyia 83/42/EOK, Napdptnpa |l onueio 4 kai v evowpdTwen g
atnv EAAnvikr| vopoBecia.
O oyediaopdg Twv TPOIGYTWY CUPHOPQUIVETAl Trpag TIc amaitigcelg Tng Odnyiag.
To moTomroinnkd exdideral pe fidon 1o amotéAeaua g e§éraang Tou paxélouw axediacpou.
OTmroIEGDATTOTE TPOTTOTTOIRTEIS TOU EYKEKPINEVOU OXEDIGOHOU TTRETTEl GUECT va yvwaTaTroin8olv
oto EKANTY yia guptthnpwHartike £ykpion.
Cia ™ Béon Twv TpoidvTwy oTnv ayopd eival amrapaitnTo éva miaTomoinmkd TAfpous ougtripatog dlacgpahiong e
Toidtnrag ouppwva e v Odnyla 93/42/EO0K, Napdptnpa Il onpeio 3.

We hereby certify that a design examination has been carried out on the under mentioned devices according
to Annex |l section 4 of Directive 93/42/EEC and its transposition in Greek legislation.
The design of the devices conforms to the provisions of the Direclive.
The certificate is based on the result of the examination of the design dossier.
Any changes in the approved design may render this certificate invalid.
Changes must immediately be reported to EKAPTY in order to receive further approval.
For marketing of the products a full quality assurance system certificate is required according to
the requirements of Annex Il 93/42/EEC (section 3).

Ap1Bpog MoTommoinTikow / Certificate Number: 301021049DE1

Karagkeuaotis: ©. KAZANTZIAHZ A.E. - MEDIPAC
Manufacturer: TH. KAZANTZIDIS S.A. - MEDIPAC
Eykardoracn: BLME. KIAKIZ

Facility: INDUSTRIAL AREA OF KILKIS, GREECE.

Mpoiévta: AMOZTEIPQOMENA XEIPOYPTIKA PAMMATA, MEDIPAC PTFE-PROFIMED.

Products: STERILE SURGICAL SUTURES, MEDIPAC PTFE-PROFIMED.
Huepopnvia Tpwng ékdoong:
First issue date:

Huepounvia Tpéxouaag éxboong:
Current issue date:

111072011
25M1/2017

layoe péxpr:
Valid until 24/10/2022

ExBéoceic afioAdynong: 200071049
Examination reports:

AN il

Z. MOPABOZ, AlcuBlivuwy ZupBourog K. MANAPA, Npdebpog
§. PORAVOS, Managing Director K. PANARA, President of the Board

To EBvixd Kévrpo AEichbynang g Nowdmrag ka Texvodoylag otnv Yyela (EKANTY) elvar Kowonomnuévog Opyaviopdg otpduwva
ue v O8nyla 83/42/EOK nepl Twy wtpoteyxvoloyikioy npoldviwy, ye aplbud avayvwmaong 0653,
National Evaluation Center of Quality & Technology in Health S.A. (EKAPTY} Is a Notifled body according to Councll Directive
B3/42/EEC concerning madical davicas, with Identiticalion number 0853.

B IMYPHHI 13151165 62 FAYDAAA » 1315 SMYRNIS] 165 62 GLYFADA - GREECE

I T 302132026200 1F +302109615464 | e mail:info@ekapty gr | www.ekapty.gr



EONIKO KENTPO ASIOAOMHLHL
THL NOIOTHTAL & TEXNOAGIIAX
ITHN YFEIAA.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

NIZTOMNOIHTIKO EK/ EC CERTIFICATE
EZETAZH IXEAIAZMOY / DESIGN EXAMINATION

Motomoicital 61 Si€ryBn eEétaan oxedaouol Twv TPOIGVTWY TTOU ava@EpovTal OTO TTaPGV TITTOTOINTIKO TUHpWVa
pe TNv Odnyla 93/42/EOK, Napdprnpa Il anpeio 4 kan v evawpdrwan mg
omv EAAnvikr] vouodeoia.
O oxedingpog TwWY TTPOIOVTWY CUPHOPEWVETAN TTPog TG amaithoelg The Odnylag.
To moTomoInTikd ekBIBeTal e Bdon 1o arroTéAeopa NG eEETaans Tou gakéhou axediacol.
OToEadTOTE TPOTTOTFOINTEIS TOU EYKEKPIUEVOU OXESIOOPOU TIPETTEN GUECT VO YVWOTOTTOINBoUV
oro EKANTY yia cupmAnpwparnkn éykpian.
MNa n Béon Twv TpoidvTwWY GTNY ayopd civanl arapaitTo éva moTemoinTkd wAfpous ouoTtriartog SieopdMons Tng
TroieTnTag gupguva ge Tnv Odnyia 93/42/EOK, Napdprrpa Il onpeio 3.

We hereby certify that a design examination has been carried out on the under mentioned devices according
to Annex Il section 4 of Directive 93/42/EEC and its transposition in Greek legislation.
The design of the devices conforms to the provisions of the Direclive.
The certificate is based on the result of the examination of the design dossier.
Any changes in the approved design may render this certificate invalid.
Changes must immediately be reported to EKAPTY in order to receive further approval.
For marketing of the products a full quality assurance system certificate is required according to
the requirements of Annex Il 93/42/EEC (section 3).

Ap18pd¢ MoTomoinmko / Certificate Number: 301021049DE7

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

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

Mpoidvra: AMNOZITEIPQMENA XEIPOYPTIKA PAMMATA, MEDIPAC PDO-MONOSORB.
Products: STERILE SURGICAL SUTURES, MEDIPAC PDO-MONOSORSB.
Hupepopnyia mputng ékdoongs: 04/07/2007
First issue date:
Huepopnvia spéyxovoag éxdoong:
Current issue date:

loxue péxpr:
Valid until: 24/10/2022

ExBéceig aflohdynongs:
Examination reports:

25/1112017

200071049

I. NOPABOE, Acubliviav E0pBouAog K. MANAPA, Mpdedpog
S. PORAVOS, Managing Director K. PANARA, President of the Board

To EBvikd Kévrpa AEioAdynong tng Nowdtntag xai Texvoioylag atnv Yyela (EKANTY) clvar Kowonomnutvog Opyaviopds olbjiguva
pe mv Onyla SJ42/EOK nepl Twy igTpotexvoloyinbv npoldviwy, pe apidpd avayvwpiong 0653
Nalional Evatuation Center of Quality & Technology in Health S.A. {EKAPTY) is a Notified body according to Councll Directive
93/42/EEC concemning medical davices, with identification number 0853.

IR [HYPHHE 13 157165 62 FAYDAAA « 13 15 SMYRNIS | 165 G2 GLYFADA - GREECE

M 7 302132026200 | F 30210 3615464 | e mail info@ekapty gr | www.ekapty.gr



EBNIKO KENTPO A=IOAOMHIHE
THI NOIOTHTAX & TEXNOAQIIAX
LTHN YTEIAAE.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

MIXTONOIHTIKO EK / EC CERTIFICATE
ESETAZH IXEAIAZIMOY / DESIGN EXAMINATION

Migvomoieitar 6 S1E€rixOn eEétaon OXESIGGHOU Twv TTPOIGVTWY TTOU QVaQEPOVTal OTO TIApAV TIGTOTTOINTIKG CUMPLIVT
pe v Odnyia 93/42/EOK, Mapdptnpa Il anyeio 4 Kal TNV EVOWHATWGN TNG
onv EMnvikr vopoBeaia.
O gyedracpog Twv TTPOIGVTWY GUPHOPPUVETAl TTPOG TIG aTTaIThoEIS TG Odnyiag.
To marorronTiko ekdideran ye Béon To anotéAeopa TG e££TaTNg Tou @akéAou oxediagpol.
OToIE0BATTOTE TPOTTOTIOINTEIG TOU EYKEKPIPEVOU OXESIQOHOU TIPETTEl GPECT VA YVWOoToTTOINBoUV
o10 EKANTY yia oupmrAnpwparike éykpiot).
[ M Béon Twv TPOidVTWY otV ayopd eivan aapalitre éva TgToTTOINTIKG TTANPOUG ouaTipaTog BIaopaAIoNS TG
ToI6TNTag olppwva pe v O5nyia 93/42/EOK, Napdptnua Il anyeio 3.

We hereby certify that a design examination has been carried out on the under mentioned devices according
to Annex |l section 4 of Directive 93/42/EEC and its transposition in Greek legislation.
The design of the devices conforms to the provisions of the Diractive.
The cerfificate is based on the result of the examination of the design dossier.
Any changes in the approved design may render this certificate invalid.
Changes must immediately be reported to EKAPTY in order to receive further approval.
For marketing of the products a full quality assurance syslem certificate is required according to
the requirements of Annex il 93/42/EEC (section 3).

Ap18pdg MioTotonTikouw / Certificate Number: 301021049DE2

Karaokeuoarrs: ©. KAZANTZIAHE A.E. - MEDIPAC.
Manufacturer: TH. KAZANTZIDIS S.A. - MEDIPAC.

Eykardagraon: BLME. KIAKIE
Facility: INDUSTRIAL AREA OF KILKIS, GREECE.

Npoidvia:  AMOZTEIPQMENA XEIPOYPIKA PAMMATA, MEDIPAC POLYESTER.
Products: STERILE SURGICAL SUTURES, MEDIPAC POLYESTER.

Huepopnvia mpitng éxdoorng:
Firstissue date: 10/11/1997
Huepopnvia Tpéxouoag EKBOONG: 9511012017
Current issue date:

layer péxpr
Valid until: il 2t

‘ExBean afiohdynong: 200071049
Examination report:

bl

Z. MOPABOZ, Aleudihwv ZopPouag K. MANAPA, Mpoedpoc
S. PORAVOS, Managing Director K. PANARA, President of the Board

To EBvikd Kévrpo AEloAdynong mg Nobtag kat Texvohoylag amv Yyela (EKANTY) clvar Kowonoinpivoeg Opyaviopds olpguva
ue v ObBnyla 8IM2/EOK nepl twy 1aTpotexvoloyikiby npolviuy, Pe apilBpd avayvamong 0653.
National Evaluation Center of Quality & Technology in Health S.A. (EKAPTY) Is a Nelilied body according to Council Directive
9VAZEEC concering madical davices, with Identiticalion numbar 0853,

B YPNHI 1315018562 FAYRAAA « 13-15 SMYRNIS | 165 62 BLYFADA - GREECE

E 7 +302132026200 | F +30 210 9615464 1 ¢ mail: info@ehapry gr | www.ekapty.gr



EBNIKO KENTPO A=IOAOTHIHX
THL NOIOTHTAX & TEXNOAOIMAL
ITHN YTEIAA.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

MIZTONOIHTIKO EK / EC CERTIFICATE
ESETAZH IXEAIAZMOY / DESIGN EXAMINATION

Maromoieitan 6T BIESHYON eEéTaon oxeSiaopou TwWY TPOIGVTWY TTOU aVAPEPOVTAl GTO TTAPGY TICTOTOINTIKG CUNWVT
pe v Odnyia 83/42/EOK, Mapdptnua || anueio 4 kai Tnv evowpdtwan g
otnv EAAnviki vopoBesia.
O oxedioopde Twv TTPOIGVTWY TUULCPQUIVETT! TPOog Tig aTaimiocig Tng Odnyiag.
To maTtomoinTiko exdideTan e Bdon To amoTéAeapa Tng e€éTaong Tou @akélou oyedIaouol.
OToIETDATIOTE TPOTTOTTOIOEIS TOU EYKEKPIMEVOU GXESIOCO0 TRETTEI AUEST VO YVWOTOTOINBoUY
oto EKANTY yio cuptmAnpwyankd éykpian.
Na T B£an Twv TPOIGVTWY aTnV ayopd eivai atrapaltnTo éva mMGTOTOINTIKG TrAfpoUS cuaThuarag SicoedAhiong Trg
ToI0TATaS CUppuva He Ty Obnyia 93/42/EQK, Mapdptnpa Il onpeio 3.

We hereby certify that a design examination has been carried out on the under mentioned devices according
to Annex Nl section 4 of Diractive 93/42/EEC and its transposition in Greek legislation.
The design of the devices conforms to the provisions of the Directive.
The certificate is based on the result of the examination of the design dossier,
Any changes in the approved design may render this cerlificate invalid.
Changes must immediately be reported to EKAPTY in order to receive further approval.
For markeling of the products a full quality assurance system certificate is required according to
the requirements of Annex Il 93/42/EEC (section 3).

Ap18pdg Movotromrikod / Certificate Number: 301021049DE3

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

Eykardaraon: BLIME. KIAKIE
Facility: INDUSTRIAL AREA OF KILKIS, GREECE.

Mpoiévra:  ANOLTEIPOMENA XEIPOYPIIKA PAMMATA,
MEDIPAC POLYPROPYLENE - PROPYLEN.

Products: STERILE SURGICAL SUTURES,
MEDIPAC POLYPROPYLENE - PROPYLEN.

Huepopnvia wpwng éxdoong: 18/111/1997
First issue date:

Huepounvia tpéxouocag éxboong: 25/11/2017
Current issue date:

loxoer PEym:
Valid untjl:  24/10/2022

ExBioeig aflohdynong: 200071049
Examination reports:

T -

£. NOPABOTE, AlEugliviuv EUPBoUACG K. ANAPA, Npbepag
8. PORAVOS, Managing Director K. PANARA, President of the Board

To E@vind Kévipo Aflohdynang tng NowbtnTag nat Texvoroylag oty Yyela (EKANTY) civa Kowonoimpévog Opyaviopds oupguwva
pe mv Obnyia 9/42/EOK nepl Twv atpotexvoloyikiy npoldvTwy, Pe apBud avayviomone 0653,
Nationa! Evaluation Center of Quality & Technology In Health S.A, (EKAPTY) s a Notified body according to Council Direclive
9I/42/EEC conceming medical devices, with Identification number 0853,

M DMYPHHI 13151 165 62 fAYDAAA + 1315 SMYRMIS | 165 62 GLYFADA - GREECE

B ' 302132026200 |F +302109615464 | e mail iInfo@ekapty pr | www.ekoply.gr



EONIKO KENTPO A=IOAOFHIHX
THX MNOIOTHTAL & TEXNOAOIMAL
LTHN YTEIAA.E.

NATIONAL EVALUATION CENTER

OF QUALITY 8& TECHNOLOGY
IN HEALTH S.A.

NIZTONOIHTIKO EK / EC CERTIFICATE
EZETAEH IXEAIAZIMOY / DESIGN EXAMINATION

MNigrotroital 61 BIErxn £§£taan oxebiaopoU Twv TTPOIGYTWY TTOU AvVaPEROVTAI OTO TTAPOV TNOTOTTOINTIKG CUMQWVa
He Tv Odnyia 93/42/EOK, Napdptrua ll onyeio 4 kai TNV EVOWHATWON TG
otnv EAAnvik vopoBeaia.
O oXeBIQOHOE TWY TTPOIGVTWV TUUNORPUIVETAlI TTROS TS atraiTioeg Tng Odnylac.
To moToToinTiké exdiferal pe Bdon To amoTéAeapa Tng E4Taane Tou gakéAou axediacuou.
OoIeoBr{TTOTE TPOTTOTTOIRCEIS TOU EYKEXKPIHEVOU OXEDIQONOU TTPETTEl GUECT VO YVWOToTToINBouv
o1o EKANTY yia cuptrAnpwparikn éykpian.
MNa ™ 8éan Twv Tpoidvrwy otnv ayopd eival arapaitnTo £va MoTOTOINTIKG TTAPOUS OUCTHHATOS SIGTQAAIGNG TS
TroIdTnTag clpgwva e Ty Odnyia 93/42/E0K, Napdpnua ll onpeio 3.

We hereby certify that a design examination has been carried out on the under mentioned devices according
to Annex |l section 4 of Directive 33/42/EEC and its transposition in Greek legislation.
The design of the devices conforms to the provisions of the Directive.
The certificate is based on the result of the examination of the design dossier.
Any changes in the approved design may render this certificate invalid.
Changes must immediately be reported to EKAPTY in order to receive further approval.
For marketing of the products a full quality assurance system certificale is required according to
the requirements of Annex Il 93/42/EEC (section 3).

Ap1Bpdg MororoinTikoG / Certificate Number: 301021049DE4

Karaokeuaotig: ©. KAZANTZIAHE AE. - MEDIPAC,
Manufacturer: TH. KAZANTZIDIS S.A. - MEDIPAC.

Eykardoraon: BLOE. KIAKIZ
Facility: INDUSTRIAL AREA OF KILKIS, GREECE.

MNpoidvia:  ANOEXTEIPOMENA XEIPOYPTIKA PAMMATA, MEDIPAC PGA.
Products: STERILE SURGICAL SUTURES, MEDIPAC PGA.

Huepopnvia mpwtng éxdoonc: 22/01/4999
First issue date:

Huepopnvia Tpéxoucag EkGOoNS: 2511072017
Current issue date:

loxue EXPE 5414012022

Valid until:
‘ExBean afiohéynong:
Examination report: il
Z. NOPABOE, AicuBuvwy Zupfouiog K. MANAPA, Npdebpog
5. PORAVOS, Managing Director K. PANARA, President of the Board

To EBvixd Kévipo Afiohdynong g Nowdnrag xal Texvohoylag oty Yyela {(EKANTY) elval Kowonoumnuévog Opyaviouds obpdwva
pe v Obnyla 93M42/EOK nepi twy iatpotexvohoyikiv npoldvruy, pe aopi8pd avayvipiong 06853.
National Evaluation Canter of Quality & Technology In Health S.A. (EKAPTY) Is a Notifled body according to Counclt Directiva
9/42EEC concerning madical devices, with identification number 05653.
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EBNIKO KENTPO AZIOAOINHEHX
THZ NOIOTHTAYX & TEXNOAOTIAL
ITHN YTEIAAE.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

MIZTONOIHTIKO EK/ EC CERTIFICATE
EZETAZH ZXEAIAZMOY / DESIGN EXAMINATION

MgToTroieita 6n diEgrixOn e§éTacn axediagpol Twy TFPOIGVTWY TTOU QvaPEPOVTaN OTO TTapPGV TCTOTTOINTIKG GUNPWVT
He v Odnyia 93/42/EOK, Mapdpinpa Il onueio 4 kol TRy evowpdTwon ng
amv EAAnvikr| vopoBegia.
O oxediaopdg Twv TPoidvTwy cuppopeuveral pog TIC aTraimoeg The Odnylag.
To motoToinTké exbibetal pe fdan to amoréAecpa TG e€£Taong Tou pakéiou oxediagpol.
OrroleadriTroTe TPOTTOTTOINTEIS TOU EYKEKPINEVOU OXESIATHOU TTRETTEI GLECT VA YVWaTOTTOMBoUV
oro EKAMTY yia cupmmAnpwiankr éykpion.
[Na tn 8€on Twv TPOIGVTWY GTNV ayopd eival amrapaitTo éva TOTOTTOINTIKG TARPOUS ouaTAAToS SIaoedhions TS
TroloTnTag cupgwva pe Ty Odnyia 93/42/E0K, Napdptnua Il anyeio 3.

We hereby certify that a design examination has been carried out on the under mentioned devices according
to Annex |l section 4 of Directive 93/42/EEC and its transposition in Greek legislation.
The design of the devices conforms to the provisions of the Directive.
The cerlificate is based on the result of the examination of the design dossier.
Any changes In the approved design may render this certificate invalid.
Changes must immediately be reported to EKAPTY in order to receive further approval.
For markeling of the producls a full quality assurance system certificate is required according to
the requirements of Annex Il 93/42/EEC (section 3).

Ap18p6g Morotroinmkouw / Certificate Number: 301021049DE6
Karaokeuaormic: ©. KAZANTZIAHE A.E. - MEDIPAC.

Manufacturer: TH., KAZANTZIDIS S.A. - MEDIPAC.
Eykaraoraon: BLME. KIAKIZ
Facility: INDUSTRIAL AREA OF KILKIS, GREECE.

MNpoidvia:  ANOITEIPOMENA XEIPOYPTIKA PAMMATA, MEDIPAC NEOSORB PGLA.
Products: STERILE SURGICAL SUTURES, MEDIPAC NEOSORB PGLA.

Huepopnvia apyikris £kSoang:
Firstissue date:  31/01/2013

Huepopnvia Tpéxouaac ékdoons:
Current issue date:  25/10/2017

loxue péxpi:
Valid until:  24/10/2022

‘ExBean aioAdynong:
Examination report: 200071049

.
pIt ﬂOPAB\DZ. AlEuBIVIY Zippoudag K. MANAPA, Npéebpog
S. PORAVOS, Managing Director K. PANARA, President of the Board

To EBvikb Kévipo AElohdynong g Nawdtnag kat Texvohoylag oty Yyela (EKANTY) eival Kowonoinpévos Opyaviopdg otipgwva
pe v Odnyla 93/42/E0K nepl Twv latpotexvohoyikdy rpotdvTwy, e aplBpé avayvapong 0853,
Natiorial Evaluation Center ol Quality & Technology In Health 8.A. (EKAPTY) Is a Notified body according to Councll Directive
83/42/EEC concerning maedical devices, with ldantitication number 0853.

I IMYPNHL 13151165 62 TAY@AAA » 13 15 SMYRNIS | 165 62 GLYFADA - GREELE
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EGNIKO KENTPO A=IOAQrHEHX
THZ OIOTHTAX & TEXNOAOIMAL
LTHN YFEIAA.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

MIZTOMNOIHTIKO EK / EC CERTIFICATE
ESETAZH IXEAIAZMOY / DESIGN EXAMINATION

MovoTroicitan 6T Bie€rixen e§ETaan oxedraguod Twy TTROIGYTWY TTOU avaPEPOVTAI OTO TTAPAY TITTOTIOINTIKO CUUPWVE
pe v Odnyla 93/42/EOK, Napdptpa |l onpeio 4 kal TRy evowpdrwaon g
omyv EAAnvikN vopoBeaia.
O oxediaopog Twv TTPOIGVTWY CUPHOPRWVETAl TTPOS TIS aTTaitioeig Tng Odnyiag.
To moTotoInTKé ekdidetar Pe Bdon To amotéAsopa Tng ESEtaons Tou @akéhou axeSaopol.
Omoieabiirote TPOTTOTOIRCEIS TOU EYKEKPIMEVOU OXESIOTUOU TTRETTEl AUETQ va yvWwaToTroInBouy
oo EKAITY yia gupAnpwparikn Eykpian.
Ma m B£on Twv TpoidvTwy 0TV ayopd eival arapaimro éva moTomoiNTIkG TAfjpoug cuaTripatog SIggeahiong TG
TOIOTNTAG cUpQWva e Tiv Odnyia 93/42/EOK, Napdaptpa Il oneio 3.

We hereby certify that a design examination has been carried out on the under mentioned devices according
to Annex Il section 4 of Directive 93/42/EEC and its transposition in Greek legislation.
The design of the devices conforms io the provisions of the Directive.
The certificate is based on the result of the examination of the design dossier.
Any changes in the approved design may render this certificate invalid.
Changes must immediately be reported to EKAPTY in order to receive further approval.
For marketing of the products a full quality assurance system certificate is required according lo
the requirements of Annex Il 93/42/EEC (section 3).

Ap19poc Miorotromnrikow / Certificate Number: 301021049DE6
Karaokevaorig:  ©. KAZANTZIAHZ A.E. - MEDIPAC.

Manufacturer: TH. KAZANTZIDIS S.A. - MEDIPAC.
Eykardaoracr: BLMOE. KIAKIZ
Facility: INDUSTRIAL AREA OF KILKIS, GREECE.

Fipoiovia:  AMOEITEIPQOMENA XEIPOYPIIKA PAMMATA, MEDIPAC NEOSORB PGLA.
Products: STERILE SURGICAL SUTURES, MEDIPAC NEOSORB PGLA.

Huepopnvia apyixrig ékSoong:
First issue date:  31/01/2013

Huepopnvia Tpéxovoag éxboong:
Current issue date;  25/10/2017

layoe: péxpr:
Valid until:  24/10/2022

‘ExBean afichdynong:
Examination report: 200071049

-4

Z. NOPABOL, AisuBlviwv Zopfouhog K. MANAPA, n‘;pssﬁpog
S. PORAVOS, Managing Director K. PANARA, President of the Board

To EBvixd KEvipo AEohdynone tng Nowdtnrag kat Texvohoylag oty Yyela (EKANTY) eivol Kowonoinuéveg Opyaviopdq olppwva
pe v Odnyla 93/42/EOK nept Twy watpotexvohoyikiv npoldviwy, pe apiBpd avayvapiong 0853.
Naticnal Evaluation Center of Quality & Technology In Health S.A. (EKAPTY) is a Notlfled body according to Councli Directive
BI42/EEC concerning madical davicas, with ldentification number 0853,

I iMYPHHEI 1315 165 62 FAYGASA » 1315 SMYRNIS | 165 62 GLYFADA - GREECE
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EONIKO KENTPO AZI0AOTHIHX
THX MOIOTHTAX & TEXNOAOIAL
LTHN YFEIA A.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

NIZTOMNOIHTIKO EK / EC CERTIFICATE
ESETAZH IXEAIAIMOY / DESIGN EXAMINATION

MoTotroicitan 6m S1e€rixOn eSétaon oxeSiagpol Twv TTROIGVTWY TTOU ava@EPOVTal GTO TTAPGV TIOTOTIOINTIKO GULPWVE
pe v Odnyia 93/42/ECK, Mapdpmya Il gnpeio 4 kal v evowpudrwon g
amv EMnvicr vopoBegia.
O oxediaguog Twy TTPOIGVIWY CUPHOPQWVETAI TTPOG TIS ATTAITOEIS TNG OBnyiag.
To moTomoINTIKG ekGideTal ue Bdcn 1o amoTéAECud TNG ££ETACNS TOU PaKEAOU OXEDIGOHOU.
OTroieoGrTTOTE TPOTTOTTOICEIS TOU £YKEKPIMEVOL OXESIOOHOU TTRETTEI GUECA VA YVWOTOTTOINBoUV
ato EKANTY yia guptrAnpuwpankr Eykpiar.
Ma 1 8éon Twy TpoidvTWY aTNV ayopd eival arapaimro éva moTooiNTikd TAfpoUS cuaTApares SIAceAMIonS TS
TroloTTAS gUpguva e Triv OBnyia 93/42/EOK, Napdptnua |l onpeio 3.

We hereby certify that a design examination has been carried out on the under mentioned devices according
to Annex Il section 4 of Directive 93/42/EEC and its transposition In Greek legislation.
The design of the devices conforms to the provisions of the Directive.
The certificate is based on the result of the examination of the design dossier.
Any changes in the approved design may render this certificate invalid.
Changes must immediately be reported to EKAPTY in order to receive further approval.
For marketing of the products a full quality assurance system ceriificate is required according to
the requirements of Annex 1l 93/42/EEC (section 3).

ApiBp6g Morotrointikol / Certificate Number: 301021049DES
Karagkevaotis: ©. KAZANTZIAHE A.E. - MEDIPAC.

Manufacturer: TH. KAZANTZIDIS S.A. - MEDIPAC.

Eykardoraon: BLNE. KIAKIZ
Facility: INDUSTRIAL AREA OF KILKIS, GREECE.

MNpoidvra:  ANOZTEIFQMENA XEIPOYPIIKA PAMMATA, MEDIPAC PGLA RAPID-

NEOSORB RAPID.
Products: STERILE SURGICAL SUTURES, MEDIPAC PGLA RAPID-
NEOSORB RAPID.
Huepopnvia wptotng éxboong:
First issue date  51/01/2013
Huepopnvia Tpéxouvcag EkSoong: LT

Current issue date;
laxoe péxpr:
Valid until: 24/10/2022
‘Ex8ean afiohdynong:
Examination report: 200071049

S

I I'IOPABE)E,AH:UBEM;JV Zuppoulog K. NANAPA, Mpodedpog
8. PORAVOS, Managing Director K. PANARA, President of the Board

To E8viné Kévrpa AElobdynong tng Mowdtntag xal Texvoroyiag oty Yyela (EKANTY) clvar Kowononpéveg Opyaviopds adpgwva
pe v Odnyia 8A/42/EOK nepl Twy 1atpotexvodoyinwy npoldviwy, pe apiBpd avayvipiong 0853,
National Evaluation Canter of Quallly & Techniglogy in Health S.A. (EKAPTY) is a Notilied body according to Council Directive
BA/42/EEC concerning medical davicas, with idantitication number 0853.

IR 1HYPNHE 13157 16562 TAYOAAA = 13 15 SMYRNIS | 165 62 GLYFADA - GREECE

I 7 4302132026200 F + 30 210 9615464 | @ mail info@ekapty gr | www.ekapty.gr



EONIKO KENTPO AZIOAOTHZHL
THE NOIOTHTAX & TEXNOAOITAX
LTHN YTEIAA.E.

NATIONAL EVALUATION CENTER

OF QUALITY 8 TECHNOLOGY
IN HEALTH S.A

BEBAIQZH / CONFIRMATION
AY8/1348/04

BePaibveral 411 n TapakGTw avaQEpPOUEVN ETIXEIPNON CULNOPQUVETAI JE TI ATTAITATEIS
NG YToupyikrig Atropaaong AY8S/T.M.oik./1348/2004 yia Tr Siavopr} 1IaTPOTEXVOACYIKUV TFIROIOVTWV.
H 10X 06 Tng Tapoloag ouvBEcTan PE TRV ETTITUXT CACKARPWAN TWY EMBEWPACEWY ETITAPRONGS.

Woe hereby confirm that the under mentioned company complies with the requirements of the Decision 1348/04
of the Greek Ministry for Health and Social Solidarity regarding distribution of medical devices.
Validity of the confirmation is based upon the successful completion of surveillance audits.

Ap1Bpd¢ Bepaiwong / Confirmation Number: 304011049

Emyeipnon: ©. KAZANTZIAHE A.E. - MEDIPAC
Company: TH. KAZANTZIDIS S.A. - MEDIPAC

AidBuvarn;  BLAE. KIAKIZ
Address: INDUSTRIAL AREA OF KILKIS, GREECE.

Apacmpdmia:  AIAKINHEH IATPOTEXNOAOTIKQN NMPOIONTQN
Activity: DISTRIBUTION OF MEDICAL DEVICES

Huepopnvia wptitng Ekdoang:
Firstissue date; 02/05/2000

Hpepopnvia Tpéxoucag ékdoong:
Cument issue date: 29/10/2017

loyoel péxpr:
Valid until. 24/10/2020

‘ExBean emBewpnong:
Audit report: 200071049

317 :

Z. NOPABOZ, AizuBivwy Zupfouvhog K. DANAPA, NpdeSpog
S. PORAVOS, Managing Director K. PANARA, President of the Board

To E0vind Kévrpo Afiohdynong tng Noibtnrag ko Texvohoylag atnv Yyeia (EKANTY) cival Kowononpévog Opyaviopac odpduva
ue Tnv Odnyla 93/42/E0K nepl Twy arpotcxvohoyikwy npoldviwy, e apiBud avayvapiong 0653
National Evatuation Center of Quality & Technology in Haalih S.A. (EKAPTY) is a Notitied body according to Councll Direclive
PAU42/EEC concarning medical devices, with identification number 0653.



EOGNIKO KENTPO AZIOAOMHZIHE
THE MOIOTHTAL & TEXNOAOITAL
ITHN YTEIA A.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A

NIZTONOIHTIKO / CERTIFICATE
EN ISO 13485:2012

MoToTrolEiTal 6T 0 TFAPAKATW AVAPELOUEVOS OpYavIGUGS EXEl KAOBIEPWTE! KAl EQApUOEEl
yid TG avaypa@Oopeveg SpaatnpIOdTnTES cuoTnua SIaYEIPIONS NG TTOIOTNTAg TO OTToI0
CUUHOPQUVETAI PE TIC aTIaITAGEIS TOU TTPOTOTTOU.
H 1oX0¢ Tou TigToToINTIKOU CUVBEETAI UE TNV ETTITUXT] OAOKApWON Twy eMBEWpROEWY EMTHPNONC.

We hereby certify that the under mentioned organization has established and maintains for the listed
activities a quality management system that complies with the requirements of the standard.
Validity of the certificate is based upon the successful completion of surveillance audits.

Ap1Bué¢ Moromroimrikou / Certificate Number: 303011049

Opyavicpds:  ©. KAZANTZIAHE A.E. - MEDIPAC
Organization: TH. KAZANTZIDIS S.A. - MEDIPAC

AiguBuvor).  BLINE. KIAKIZ
Address: INDUSTRIAL AREA OF KILKIS, GREECE.

Apaotnpidrnreg: o IXEAIAZMOZ, MAPATQIH, NOIOTIKOZ EAEMXOT
KAl AIAGEZH XEIPOYPIIKQN PAMMATON.

¢ EMNOPIA ANAAQZIMON
IATPOTEXNOAOTTKCN NMPOIONTON.

Activities: e DEVELOPMENT, MANUFACTURING, QUALITY CONTROL
AND DISTRIBUTICN OF SURGICAL SUTURES.

e DISTRIBUTION OF DISPOSABLE MEDICAL DEVICES.

Huepopnvia apykiic £kdoong:

Firstissue date: 23/04/2006

Huepopnvia Tpéxouag éxdoong:
Current issue date:  29/10/2017

loyuer péypr:
Valid until; 24/10/2020

‘ExBeon emBewpnang:
Audit report; 200071049

SN ]

@ Z. HOPABOI. AieuBivwy ZupBoviog K. MANAPA, Npéedpog
S. PORAVOS, Managing Director K. PANARA, President of the Board




