EONIKO KENTPO AZI0AOMHEHI
THZ NOIOTHTAL & TEXNOAOTIAL
YTHN YTEIAA.E.

NIZTONOIHTIKO EK / EC CERTIFICATE
ESETAZH IXEAIAIMOY / DESIGN EXAMINATION

Mavorroicitar 611 BiEErKOn £€£T0TN OXESIATUOU TWV TTPOIGVTWY TTOU QvagEPOvVTal OTO TTAPEV THOTOTTOINTIKG CUMGWYT
pe v Obnyia 93/42/ECK, Napdpmua H onueio 4 Kol TNy EVOWHATWGN TNS
otnv EAAnvIkr vopoBeoia.
O oxeBIACHOG TWY TTPOIGVTWY TULHOPPWVETA TIPOC TI aTTaITAOEIG Trig OBnyiag
To motomoinTké ekdidetal pe Bdon 1o amotéAeopa Mg eEETacng Tou pakéhou axedagpoy.
OwoleadITToTE TPOTTOTTOINGEIC TOU EYKEKPIUEVOU OXESIOOPOU TIRETTEI GUETT VQ YVWOTOTIOINGOUY
ate EKANTY yia gupirAnpuwparnikr Eykpion.
Mo 1 B£0N TwWY TPOIGVTWY OTNV ayopd eival amapaitnto éva MoTomoinTikd TAfpoug cuaTiuatog Slao@aAIong Tng
oot Tag oVppuva He Ty Odnyia 93/42/EO0K, Mapdpnua Il anpeio 3

We hereby cenlify 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 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 1l 93/42/EEC (section 3).

Ap1Bué¢ MoTtomonTikod / Certificate Number: 301041049DE8
Karagkevaotig:  ©. KAZANTZIAHEZ AE - MEDIPAC

Manufacturer. TH. KAZANTZIDIS SA — MEDIPAC

Eykardaotaon. BILNE. KIAKIL.
Facility: INDUSTRIAL AREA OF KILKIS, GREECE.

Npoidv: ANOZTEIPQMENO XEIPOYPIIKO PAMMA
Product: STERILE SURGICAL SUTURE

Tdmog

Brand name PROFIMED - MONOSOFT — ELASYN

Huepopnvia Tpéxouoag ékdoang:
Current issue date:  25/05/2021

layuer pexp:
Valid until.  24/0512024

‘Ex8eon afiohdynang:

Examination report: 200111049

NIKPOY - MOPAITAKH EAEYGEPIA, Npoespoc & AieuBivouoa ZupBovAog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBvikd Kévipa ABloAdynong g Notbtniag kan Texvoroylag oty Yyela (EKANTY) eival Kewvonomuéveg Opyaviopds oupguwva
pE TV Obiyla 93/42/E0K nepl Twv watpotexvoloyikay npoidviuy, pe apBpd avayvopiong 0653
National Evaluation Centar ol Quality 8 Technology In Healih S.A. (EKAPTY) is a Nolliied body according to Councit Directive
93142/EEC concerning medical devices, with identilication number 0653



