EONIKO KENTPO AZIOAOMHEHX
THX NOIOTHTAL & TEXNCAOIAL
LTHN YTEIA A.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

NMIZTONOIHTIKO EK / EC CERTIFICATE
NAHPEZ ZYZITHMA AIAX®AAIZHE NOIOTHTAE / FULL QUALITY ASSURANCE SYSTEM

MoTtomoicitan 6T 0 TAPAKATW AVAPEPOUEVOS KATACKEUQOTHS £XE KADIEPUTEI KO EQUPHOLE
TAAPES quaTAHA DIKoPAAIoNG TNG TTOIGTNTAS TUHPWva HE Tig aratiaclg Tng Odnyiag 93/42/ECK, Napdprnua |l
(e§aipoupévou Tou oneiou 4) K TNS EVOWMNATWANG TNE aTnv AAnviKi) vopoBeaia,
yIa 10 OXEDIGOPG, TNV KATAOKEUN KQI TOV TEAIKG EAEYXO TWV TTPOIOVTWY TTOU avaQEPOVTAl OTO TTAPOV TICTOTTOINTIKG.
To mGTONOINTIKO UTFOKET OTOUS GpOUC Kal TiS TROUTTOBEGEIC TOU avaypd@ova: GInv EMGUEv aEAIGa.
Onrrois0dnToTE ONUavIKES AAAYEC OTO oxedIaous 1} 1iv KATAOKEUT) HITOPET va KATAOTGOUV TO TIOTOTTOMTIKG dKUpO.

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 |l
{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 lo terms and conditions overleaf.
Any significant changes in design or manufacture may render this certificate invalid.

Apigpdg Miototrointikol / Certificate Number: 301011033

Karaokeuaotmis;. ELEKTRA HELLAS AE.
Manufacturer: ELEKTRA HELLAS S.A.

Eykaraotaan: . KATEIMIXA, 190 02 NMAIANIA, ATTIKH.
Facility: G. KATSIMICHA STR., 190 02 PAIANEA ATTIKI, GREECE.

MNpoidvta: 1. MONAAEZ ANQOEN KAINHZ AZOENOYZ:
- ADAHI NOZHAEIAL.
- ENTATIKHZ ©OEPANEIAZ.

2. ZTHAEX QPOQHE.

Products: 1. BED HEAD UNITS FOR:
- NORMAL CARE AREAS.
- INTENSIVE CARE UNITS.

2. CEILING PENDANTS.

Karnyopiotroinon MNpoidviwy: b
Devices Classification:
Huepoprvia tpéyovaag ékboang:
Current issue date:

laxuer péxpr:
Valid until. 24/05/2024

ExBtocig emBewpnang:
Audit reports: 200051033

08/03/2021

MIKPOY - MQPAITAKH EAEYOEPLA‘! Npoespoc & AteuBivousa SUpBouAog
PIKROU - MORAITAKI ELEFTRERIA, Prestdent & Managing Director

To EBvikd Kivipo AEtohdynong tng Nowbtnrag kar Texvoroyiag otnv Yyeta (EKAMTY) civar Kowonopévog Opyaviopds gupdwva
pe v Odnyla 93/42/EOK nepl twv atpotexvoloyikawy npoldviwy, pe apiBud avayvapiong 0853,
National Evaluation Center ol Quality & Technology in Heallh S.A. (EKAPTY) is a Notilied body according to Council Directive
93/42/EEC concerning medical devices, wilh idantification number 0653,
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OPOI & NPOYMOOEZXEIL / TERMS & CONDITIONS

o amootelpwiéva Tpoidvia katnyopiag |, n martomoinon agopd péve Ta Bépara emiteugng kal SIaTAPNGNS TS ATTOCTEIPWONG.

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

Mo rpoidvta karnyopiag | pe AaToupyia PETPRANS, N mMOTOTTCInaN agopd Pévo Ta Bépara CUPPOPPWONS TWY TTPOIGVTWY TTROG TIG
HETPOAOYIKES ATQITIOENS,

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 karnyopiag I, cival amapaitnto éva oupTAnpwHaTKS matooinTké EEtaong Ixediaopol gOppwva e TIC QTTAITAOEIG
¢ Obnylag 93/42/E0K, Nuapdpnpa It (onpeio 4).

For class Il products an additional Design Examination certificate is required according to the requirements of Annex 1l 93/42/EEC
(section 4).

To moToTOINTIKG IGXVEl pOVA yiT TQ TIPOIOVTA KQ! TS EYKATAOTAGEIS TTOU avapipovTa.

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

Ba TpayparoTrolodvTa WEpOBIKES EMBEWPHOEIC EMTRpNONS dTrwg avapéperal oty Odnyia 93/42/EQK, pe akotré va emaAnbeleTal
om 0 Karagksuaatris Siarnpel ko epappdlel To CLOTHUA TTOIGTATAG.

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

Vav tpoGvTal T avwTEpw, 0 KATAOKEUAATAS pTTopel va ouvidoos Bihwon cuppdpeuwaong EK xal va em@ére 1 ofpavon CE
0653 ora KaAUTITOUEV TTPOIGVTA.

When meeting with the terms and conditions above, the manufacturer may draw up an EC declaration of conformity and legally affix
the CE 0853 mark.

MIKPOY - MOPAITAKH EAEYOEPIA, Npof#pod & AicvBivouoa EopBouioc
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To E8viké Kévipo AEoAéynong tne Mowbrag ko Texvoroylag otnv Yyela (EKANTY) eival Kowvonoinpévog Opyaviopds oopduwva
He mv Odnylo 8342/ OK nzpl Twy 1aTpoTexvoloyikay Mpotéviwy, pe aplpd avayvapiong 0653
National Evaluation Center of Quality & Technology in Health S.A. (EKAPTY) is a Notified body according 1o Councll Directive
93/42/EEC concerning medical devices, with identilication number 0653.
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