EBNIKO KENTPO AZIOAOMHLHX
THXI NOIOTHTAL & TEXNOAOIIAL
ITHN YTEIAALE.

MIZTONOIHTIKO EK / EC CERTIFICATE
MAHPEZ XYZTHMA AIAX®AAIZHE MOIOTHTAZ / FULL QUALITY ASSURANCE SYSTEM

MioToTTOIETal OTI O TTAPOAKATW AVAPEPOUEVOS KATAOKEUAOTAG £XEl KABIEPWOE! KO EQAPHOLE
TArPES GUOTNUA SIAcPAAIoNG TNG TTOIBTNTAG CUQWVA YE TIS ATTAITATEIG TG Odnyiag 93/42/EOK, Mapdptnua Il
(eEQIPOUPEVOU TOU ONpEioU 4) Kal TNG EVOWNATWONG TNG OTNV EAANVIKA vouoBeoia,
YIOl TO OXEBIAONO, TNV KATAOKEUR KAl TOV TEAIKO EAEYXO TWV TTPOIGVTWY TToU QvVO@EPOVTAI OTO TTAPOV TTIOTOTTOINTIKO.
To TTIOTOTTOMTIKG UTTOKEITAI OTOUS GPOUS Kal TIS TIPOUTTOBETEIS TTOU avaypd@ovTal OTnV ETTOUEV oehida.
OmoIs08ATTOTE ONUAavTIKES AAAaYES OTO OXESIQOUG Ij TNV KATAOKEUT] UTTOPET va KATAOTATOUV TO TTIGTOTTOINTIKG 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 lI
(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.

Ap1Bu6¢ MioTtotroinTikou / Certificate Number: 304021047RE
Karaokeuaotig: . ZAMAPAZ A.B.E.E.

Manufacturer: G. SAMARAS S.A.

Eykatdotaon: BLMNE. @EPMHEZ, ©EZZAAONIKH.
Facility: THERMI INDUSTRIAL AREA, THESSALONIKI GREECE.

Mpoidvta: QI EXOYN ZTO MAPAPTHMA
Products: AS LISTED IN ANNEX

Karnyopiotroinon Mpoioviwv/ 4 2/ 3/ 4/ 5/ 6/ 7/ 8/ 9/ 10/ 11: b
Devices Classification: 12: lla.

Hugpopnvia TpwTng £€kdoang:

First issue date:

Huepopnvia Tpéxoucag ékdoang:

Current issue date:

lox0s1 péxpr:
)\(/alidpu)r(ﬁil; 24/05/2024

23/12/2015

23/12/2020

EkBéoeig emBewpnong:
Audit reports: 200061p47

MIKPOY - MOPAITAKH EAEYOEPIA, Mpo6edpog & AtevBuvouca ZopBourog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBvikd Kévrpo AfoAdynong tng Nowbtnrag ket Texvoloylag oty Yysla (EKANTY) eival Kowvoromnpévog Opyaviopds obudwva
pe v 08nyia 93/42/E0K repl Twv TPOTEXVOAOYIKGY NPOIGVTNV, HE apibpd avayvibpiong 0653,
National Evaluation Center of Quality & Technology in Health S.A. (EKAPTY) is a Notified body according to Counclt Directive
93/42/EEC concerning medical devices, with identification number 0653,
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EBGNIKO KENTPO AZIOAOMHLHX
THX MOIOTHTAL & TEXNOAOIIAL
ITHN YTEIAALE.

NAPAPTHMA TOY Y. APIOM. 304021047RE NIZTOMNOIHTIKOY /
ANNEX No. 304021047RE CERTIFICATE

Mpoioévra: 1. AHYEIZ IATPIKQN AEPIQN.

2. MONAAEZ KEQAAHZ KAINHZ AZOENQN.

3. ZTHAEZ OPO®HEZ.

4. KENTPO AMNAIQrHEZ ANAIZOHTIKQN AEPIQN.

5. KENTPO NAPAIQrHz KENOY IATPIKHZ XPHZHZ.

6. KENTPO ®IAAQN IATPIKQN AEPIQN.

7. KENTPO MAPAMQrHE NMEMIEZIMENOY AEPA IATPIKHZ XPHZHE.

8. SYSTHMATA NMAPAKOAOYOHEHZ KAl ZYNATFEPMOY IATPIKQN AEPIQN.
9. MEIQTHPAZX MIEZHZ TPAMMHE IATPIKQN AEPIQN.

10. ZYTKPOTHMATA EAEMXOY MIEZHZ.

11. EYSTHMATA MAPOXHE ME XYFTKENTPQTEZ O=YFONOY IATPIKHZ XPHZHEZ.

12. AIKTYO, ZOAHNEZ KAI EEAPTHMATA AIKTYOY AIANOMHEZ IATPIKQN
AEPIQN - KENOY - AAA.

Products: 1. TERMINAL UNITS FOR COMPRESSED MEDICAL GASES - VACUUM -
ANAESTHETIC GAS SCAVENGING DISPOSAL SYSTEMS.
2. BED HEAD UNITS.

3. PENDANT ARMS.

4. ANESTHETIC GASES SCAVENGING SYSTEM.

5. MEDICAL VACUUM CENTRAL STATION.

6. CYLINDER STATION FOR MEDICAL GASES.

7. AIR COMPRESSORS SYSTEM FOR BREATHING AIR.

8. MEDICAL ALARM PANELS.

9. MEDICAL GASES LINE REDUCER.

10. CONTROL AND REDUCER PANELS.

11. MEDICAL OXYGEN CONCENTRATORS SUPPLY SYSTEM.

12. NETWORK, PIPELINES AND COMPONENTS FOR DISTRIBUTION
SYSTEMS OF MEDICAL GASES - VACUUM - AGSS.

NIKPOY MQPAITAKH EAEYOEPIA, Npbéedpoc & AteuBivouoa ZupBouviog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBviko Kévipo AfloAbynong g Mowstnrag xar Texvohoylag ornv Yyela (EKANTY) eivail Kowvoromuévog Opyaviopds olpdwva
pe v Odnyia 93/42/EOK nepl Twv WTPOTEXVOAOYIKGY NPOOVTLIV, HE apiBpd avayvipiong 0653.
Natlonal Evaluation Center of Quality & Technology in Health S.A. (EKAPTY) is a Notified body according to Councli Directive
93/42/EEC concerning medical devices, with identification number 0653.
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EGNIKO KENTPO A=IOAOIHIHX
THI NOIOTHTAL & TEXNOAOTIAL
ITHN YTEIAA.E.

VIONAL EVALUATIUN

|
1

OPOI & MPOYMOGEZEIX / TERMS & CONDITIONS

Tia aTTooTEIpWHEVA TTPOIGVTA KaTyopiag |, n ToToToinon agopd pévo Ta BEpara emiteugng kai dlaTAPNONG TNG OTTOCTEIPWONG.

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

T TTpoidvTa Katnyopiag | Pe AeiToupyia pETpnong, N TATOTTOINON APOPG HOVO Ta B£uaTa CUPHOPEWONG TWV TTPOIGVTWY TTPOG TIG
METPOAOYIKEG OTTANTAOEIG.

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 TpoiévTa katnyopiag I, gival ammapaitnTo éva CUNTTANPWHATIKG THICTOTTOINTIKG E&étaong ZXedIAopoU CUNQWVA WE TIG ATTAITAOEIS
g Odnyiag 93/42/EOK, Mapdptnua Il (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 TOTOTroINTIKS 1I0XUEN HOVA YI T TIPOIOVTA KOl TIG EYKATACTACEIG TTOU ava@épovTal.

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

©a TpayuaToTToloUvVTal TTEPIOBIKES ETTIBEWPNTEIS ETTAPNONG GTTWG AVOPEPETAI OTNV Odnyia 93/42/EOK, pe oKoTT6 va £TTaANBevETal
0TI 0 KATOOKEUAGTAS BloTnpEi Kal Epapuoédel To oUoTNUA TToI0TNTAG.

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

‘Otav TnpolvTal Ta aVWTEPW, O KATACKEUACTHS UTTOPET va cuvTdocoe diAwon ouppépewong EK kai va emeétel Ty ofjpavon CE
0653 oTa KAAUTTTOPEVA TTPOIGVTAL.

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.

MIKPOY - MOPAITAKH EAEYOEPIA, Mpoedpoc & AieuBivousa TopBoulog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To E8vikd Kévipo AfloAdynong g Mawmrag kat Texvodoyiag oty Yyela (EKANTY) eivar Kotvoroinuévog Opyaviopds olpdwva
pe v Odnyia 93/42/E0K rept Twv 1ATPOTEXVOAOYIKGY MPolovTwyY, pe apiBpd avayvopong 0653,
Natlonal Evaluation Center of Quality & Technotogy in Health S.A. (EKAPTY) Is a Notified body according to Council Directive
93/42/EEC concerning medical devices, with identification number 0653,
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