EBNIKO KENTPO AZI0AOMHIHX
THXI MOIOTHTAL & TEXNOAOTIAX
ITHN YTEIAALE.

MIZTONOIHTIKO EK / EC CERTIFICATE
MAHPEZ ZYSTHMA AIAZ®AAIZHE MOIOTHTAZ / FULL QUALITY ASSURANCE SYSTEM

MIGTOTTOIETaI OTI O TTAPOKATUW AVOPEPOHEVOG KATAOKEUACTHG £XEI KABIEPWOE! KaI EQAPHOSE
TARPES CUGTNUA BIACPANIONG TNG TTOIOTNTAG CUMPWVA UE TIG OTTAITACEIS TNG Odnyiag 93/42/EOK, Mapdptnua ll
(e€aipoupévou Tou onueiou 4) Kal TNG EVOWNATWONG TG 0TV EAANVIKA vouoBeoia,
yia T OXEBIAONO, TNV KATAOKEUH Kai TOV TEAIKO EAEYXO TWV TTPOIGVTWY TTOU OVOQEPOVTAI OTO TTOPOV TTIOTOTTOINTIKO.
TO TTIOTOTTOINTIKG UTTOKEITAI OTOUS GPOUS Kal TIS TTPOUTTOBETEIS TTOU avaypdgovial oTnv ETTOUEVN OEAIDQ.
Omois0dATTOTE ONUAvTIKES aAAaYES OTO OXEeBIAONG 1} TNV KATAOKEUT] TTOPET va KATAOTATOUY 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 |
(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.

Ap18pég MioTotromnTikou / Certificate Number: 304021047RE
Karaokeuaotig: . ZAMAPAZX A.B.E.E.

Manufacturer: G. SAMARAS S.A.

Eykardotaon: BLMNE. OEPMHZ, OEZZAAONIKH.
Facility: THERMI INDUSTRIAL AREA, THESSALONIKI GREECE.

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

Karnyopiotroinon Mpoi6vtwy/ 4/ 2/ 3/ 4/ 5/ 6/ 7/ 8/ 9/ 10/ 11: Ilb
Devices Classification: 12: lla.

Huepounvia TpwTtng £kdoang:

First issue date:

Huepounvia 1péxouoag £kdoong:

Current issue date:

loxusr péxpr:
)\(/alidpu)rg?il: 24/05/2024

23/12/2015

23/12/2020

EkBéoeig eTIBEWPNONG:

Audit reports: 20006147

NIKPOY - MOPAITAKH EAEYOEPIA, Mpoedpoc & AievBivouoa Zuufouiog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBvikd Kévipo ABoAGYnong g Nowbtnrag kan Texvodoylag oy Yyela (EKANTY) elval Kotvoromnévos Opyaviopds oujdwva
pe v O8nyla 9342/E0K nept Tw TPOTEXVOADYIKGY NPOTOVTWV, HE apiBud avayvapong 0653,
National Evaluation Center of Quality & Technology in Health S.A. (EKAPTY} is a Notified body according to Counci Directive
93/42/EEC concerning medical devices, with identification number 0653.
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EBNIKO KENTPO AZIOAOIHLHX
: THX MOIOTHTAL & TEXNOAOTIAL
% | ITHNYTEIAALE.

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

. AHVEIZ IATPIKQN AEPIQN.

. MONAAEZ KE®AAHEZ KAINHZ AZGENQN.

. ZTHAEZ OPO®HE.

. KENTPO AMAMQrHZ ANAIZOHTIKQN AEPIQN.

. KENTPO NAPAIQrHz KENOY IATPIKHZ XPHZHZ.

. KENTPO ®IAAQN IATPIKhN AEPIQN.

. KENTPO MAPATIQrHz NEMEZIMENOY AEPA IATPIKHZ XPHZHZ.
.ZYETHMATA NAPAKOAOYOHZHZ KAl ZYNATEPMOY IATPIKQN AEPION.
. MEIQTHPAZ MNIEZHZ FrPAMMHE IATPIKQN AEPIQN.

10. ZYTKPOTHMATA EAEMXOY MIEZHE.

11. EYETHMATA NAPOXHE ME LYTKENTPQTEZ OSYFONOY IATPIKHZ XPHZHZ.

12. AIKTYO, ZOAHNEZ KAI EEAPTHMATA AIKTYOY AIANOMHZ IATPIKQN
AEPIOQN - KENOY - AAA.

Mpoiévra:

© 0 N O A WON -

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

. PENDANT ARMS.

. ANESTHETIC GASES SCAVENGING SYSTEM.

. MEDICAL VACUUM CENTRAL STATION.

. CYLINDER STATION FOR MEDICAL GASES.

. AIR COMPRESSORS SYSTEM FOR BREATHING AIR.

. MEDICAL ALARM PANELS.

. 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.
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MIKPOY - MQPAITAKH EAEYOEPIA, Mpoespoc & AeuBivouoa SupBoulog
PIKROU - MORAITAK! ELEFTHERIA, President & Managing Director

To EGviko Kévipo AfloAbynong thg Mowbtntag xan Texvohoyiag onv Yyela {EKANTY) eiven Kotvoromuévos Opyaviopds obpduva
pe v OBdnyia 9M42/EOK nepl Ty 10TPOTEXVOAOYIKGY NEOTEVTWY, e apiBpd avayvipiong 0653,
National Evaluation Genter of Quality & Technology in Health S.A. (EKAPTY) is a Notified body according to Councll Directive
93/42/EEC concerning medical devices, with identification number 0653
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EGNIKO KENTPO AZI0OAOMHIHX
THXI NOIOTHTAZL & TEXNOAOTIAX
ITHN YTEIAA.E.

IUNAL EVALUATIUIN LCIN G

¥
!

OPOI & NPOYMNOOEZEIX / TERMS & CONDITIONS

Ia aTTOCTEIpWHEVA TrPOIGVTA KATNYOpIag |, n moTotoinan agopd pévo ta Bépara £MiTEUENG ka1 SIATAPNONG TNG ATTOCTEIPWONG.

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

lMa Tpoidvra katnyopiag | pe AsiToupyia uéTpnong, n MoToToinon a@opd pOvVo Ta BEPATA CUMHOPPWONG TWV TTPOIGVTWY TIPOG TG
METPOAOYIKEG OTTITAOEIS.

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 TrpoidvTa katnyopiag I, sivan aTapaitnTo éva CUNTTANPWHATIKG TIICTOTTOINTIKG Eéétaong ZXeSINOPOU OULPWVA LE TIG ATTAITACEIS
g OBdnyiag 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 TOTOTToINTIKS IGXUE! HOVA I T TIPOIOVTA KO TIG EYKATACTAOEIG TTOU QVaEPOVTAL.

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

Oa TpayuaToTolojvTal TTEPIOBIKES ETIBEWPHOEIS EMTAPNONG OTTWG VAPEPETAI OTNV OBnyia 93/42/EOK, pe okoTrd va emaAnBeverol
OTI 0 KATOOKEUAGTAS BloTnpei Kal pappodel To oloTNUA TroIdTNTAS.

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 THEOUVTA! TA AVWTEPW, O KATAOKEUOOTAG UTTOPE va oUVTAooE! SiAwon ouppdpewong EK kot va emBétel Ty oApavon CE
0653 oTa KAOAUTTTOPEVA TTPOIOVTA.

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 & Aieubivouoa ZopBoulog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBvikd KEvipo Aflohdynong g Madnrag ka Texvodoyiag oy Yyela (EKANTY) givay Kowvornoinpévog Opyaviopds ouudwva
pe v OBnyla 93/M42/E0K nept Twv 10TPOTEXVOASYIKBY NpoidyvTay, pE apiBpd avayvibprong 0653,
National Evaluation Center of Quality & Technotogy in Health S.A. (EKAPTY) is a Notified body according to Counclt Diractive
93/42/EEC concerning medical devices, with identitication number 0653,
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