EGNIKO KENTPO AZIOAOTHIHX
THI NOIOTHTAL & TEXNOAOTIAL
ITHN YTEIAALE.

MIZTONOIHTIKO EK/ EC CERTIFICATE
NMAHPEZ XYETHMA AIAZ®AAIZHE MOIOTHTAZ / FULL QUALITY ASSURANCE SYSTEM

MICTOTTOIEITA! 6T O TIAPOAKATW AVAPEPOLEVOG KATAOKEUAOTAG £XEI KABIEPWOEI KAl EQAPHOLE!
TARPES oUaTNHO BIGCPAAICNG TNG TTOIGTNTAG CUPPWVA UE TIG ATTITATEIS TNG Obnyiag 93/42/EOK, Mapdprnua li
(e€qIPOUEVOU TOU ONEIOU 4) KOl TG EVOWUATWONG TNG OTNV eAnvikr vopoBeaia,
VIOl TO OXEDIAONG, TNV KATAOKEUR Kal TOV TEAIKO EAEYXO TWV TTPOIGVTWY TToU QVOQEPOVTQl OTO TIPSOV TTIOTOTTOINTIKO.
To MIOTOTIONTIKG UTTOKETaI OTOUS GPOUS Kal TIS TIPOUTTOETEIS TTOU avaypagovral oTnv emépevn aeAida.
OmoIeaBI{TTOTE ONuavIIKES aAayEéG aTo OXESIAOUO 1} TNV KATAOKEUT UTTOPEL VA KATAOTHOOUV T0 MOTOTTONTIKG AKUPO.

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 I
(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 cettificate is subject to terms and conditions overieaf.
Any significant changes in design or manufacture may render this certificate invalid.

Ap18u6¢ MotomroinTikol / Certificate Number: 304021047RE
Karaokevaomis: . ZAMAPAZXZ A.B.E.E.

Manufacturer: G. SAMARAS S.A.

Eykartdotaor;: BLMAE. @EPMHEZ, OEZZAAONIKH.
Facility: THERMI INDUSTRIAL AREA, THESSALONIKI GREECE.

Mpoiovta: QI EXOYN ZTO NAPAPTHMA
Products: AS LISTED IN ANNEX

Katnyopiotroinan Mpoidviwv/ 47 2/ 3/ 4/ 5/ 6/ 7/ 8/ 9/ 10/ 11: b
Devices Classification: 12: lla.

Huepounvia Tpwing ékdoong:

First issue date: 23/12/2015

Huepounvia Tpéxoucag £kdoong:
Current issue date:

loxUs péxp:
i(/alid“u)r(ﬁ"; 24/05/2024

23/12/2020

EkBéggig emBewpnong:
Audit reports: 200061p47

MKPOY - MQPA'FTA’KH EAEYGEPIA, Npoedpoc & AcuBivouoa Zopfouiog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To E6viké Kévipo AfoAbynong g Nowbntag kan Texvohoylag ot Yysia (EKANTY} etvat Kowornomnpévog Qpyaviopds obpdwya
e v Odnyla 93142/EOK nepl Tov 10 TPOTEXVOAOYIK@Y NPOIOVTMV, HE apifud avayvipiong 0653,
Natlonat Evaluation Center of Quality & Technology in Health S.A. (EKAPTY) is a Notified body according to Councli Directive
93/42/EEC concarning medical devices, with identification number 0653,
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EGNIKO KENTPO AZIOAOMHIHL
THI MOIOTHTAL & TEXNOAOIIAL
ITHN YTEIAALE.

MAPAPTHMA TOY Y. APIOM. 304021047RE MIZTOMNOIHTIKOY /
ANNEX No. 304021047RE CERTIFICATE

Mpoiovra: 1. AHWEIZ IATPIKQN AEPIQN.

2. MONAAEZ KEQAAHZ KAINHZ AZOENON.

3. ZTHAEZ OPO®HZ.

4. KENTPO AMNAIMQrHE ANAIZOHTIKQN AEPIQN.

5. KENTPO MAPAIQIrHz KENOY IATPIKHZ XPHZHZ.

6. KENTPO ®IAAQN IATPIKQN AEPION.

7. KENTPO NAPAIMQrHE NEMNIEZMENOY AEPA IATPIKHZ XPHZHZ.

8. ZYITHMATA NMAPAKOAOYOHEHX KAI ZYNAFEPMOY IATPIKQN AEPIQN.
9. MEIQTHPAZX MNIEZHE FPAMMHE IATPIKQN AEPIQN.

10. ZYTKPOTHMATA EAEMXOY NIEZHZ.

11. SYSTHMATA MAPOXHE ME LYFTKENTPQTEZ OZYIONOY IATPIKHZ XPHZHE.

12. AIKTYO, ZOAHNEZ KAl EEAPTHMATA AIKTYOY AIANOMHE IATPIKON
AEPIQON - 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 MQPA’E’TPMH EAEY®EPIA, Npéedpoc & AieuBivovoa ZouBouhog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EOvikd Kévipo AEoAdynong g Mowdtnrag ke Texvodoyiag oty Yyela (EKATTY) elvat Koworomnpévos Opyaviopds oluduwve
pe Ty O8nyia 93/42/E0K nept 1wy WIpOTEXVOROYIKGY NPOIOVILY, HE apiBpd avayvapiong 0653,
Nationa! Evaluation Center of Quality & Technology in Health S.A. (EKAPTY) is a Notified bedy according to Coungcli Directive
93/42/EEC concerning medical devices, with identification number 0853
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EGNIKO KENTPO AZIOAOTHIHX
THI NOIOTHTAL & TEXNOAOIIAL
ITHN YFTEIAALE.

INATIUINAL EVALUATIUIN A i

¥
]

OPOI & NPOYMOGEZEIX / TERMS & CONDITIONS

[ aTTOoTEIpWEVT TIPOIGVTA KaTHYOpIag |, n ToToT0INGN a@opd Hévo Ta BEuaTA ETTITEUENG KO Slatpnong TnG OTToCTEIPWANS.

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

M TTPoIGVTa KaTyopiag | UE AgiToupyia HETPNONG, N TTIOTOTTOINGN APOpd HOVO Ta BEMATO CUPHOPPWONG TWV TTPOIGVTWY TTPOG TIG
HETPOAOYIKEG ATTQITAOEIG.

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 karnyopiag I, gival amrapaimTo éva CUPTIANPWHATKS TrioToTromnTkG Egétaong IXEBI0OKOU CUPPWVE UE TIG ATTAITAOEIS
g Odnyiag 93/42/EOK, Mapdptnua Il (onueio 4).

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

To TOTOTTOINTIKS 10XUE MOVA VIO T TTPOIGVTA KAl TIG EYKATACTATEIS TTOU QVOQEPOVTAI.

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

Oa TPAYHaTOTTOIO0VTAI TTEPIODIKES ETMBEWPATEIG ETITAPNONG OTTWG avagépetal oTRv Odnyia 93/42/EOK, e OKOTI6 va ETTAANBEUETO
4TI 0 KATAOKEVAGTAS Biatnpei kal epappddel To oloTNUa TTOI0TATAS.

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 TNEoUVTaI Ta AVWTEPW, O KATAOKEUAOTHG UTTOpEl va cuvTdocel SnAwaon ouppépewaong EK kal va embétel T ofjpavon CE
0653 010 KAAUTTITOPEVT TTPOIGVTA.

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 - MOPAITAKHEAEYOEPIA, poedpog & AcuBuvovoa Zopfouiog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBviké Kévipo ALiohdynong g flabtrag ke Texvodoylag oty Yyela (EKATITY) eivar Kovorompévog Opyaviopds abpdova
pe tv OBnyia 9342/E0K nepl Tav 1aTROTEXVOAOYIKQY NpotdvTwy, jE apifud avayvapiong 0653,
National Evaluation Center of Quality & Technology in Health S.A. (EKAPTY) is a Notified body according to Council Directive
9314 2/EEC concerning medical devices, with identification number 0653.

o Yehido/Page: 3/3



