EONIKO KENTPO A=IOAOIHIHL
THI MNOIOTHTAL & TEXNOAOTIIAL
ITHN YTEIAA.E.

MIZTONOIHTIKO EK / EC CERTIFICATE
AIAZOAAIZH NOIOTHTAZ NAPATMQIrHI/ PRODUCTION QUALITY ASSURANCE

MaTotroicital 611 0 TTAPAKATW AVAPEPOUEVOS KOTOOKEUAOTNG £XEI KABIEPWOE! KAl EQAPHOLE
ouaTnua dilag@dNIong TG TTOIOTNTAS TUMPWYa WE TIG atraitioelg Tng Odnyiag 93/42/EOK, Mapaptnua V
Kal TNG EVOWHATWANG TNG oTnVv eAANVIKr vouoBeaia,
yIQ TNV KATOOKEUN KOl TOV TEAIKO EAEYXO TWV TTPOIOVTWY TTOU ava@épovTal aTo TTAapdv TTIOTOTTOINTIKOG.
To OTOTTONTIKO UTTOKEITQI OTOUS OPOUS Kai TIS TIPOUTTOBETEIS TTOU avaypd@ovial aTny ETTOUEV TeAida.
Ormroisadnmore anuaviikéc aAAayéc aTo axediaouo i TNV KATAOKEUT HTTOPET va KATaaTrjoouy TO THIOTOTTONNTIKO GKUPO.

We hereby certify that the under mentioned manufacturer has established and maintains
a quality assurance system according to the requirements of Directive 93/42/EEC, Annex V
and its transposition in Greek legislation,
for the manufacture and final inspection of the products mentioned in this certificate.
The certificate is subject to terms and conditions overieaf.

Any significant changes in design or manufacture may render this certificate invalid.

Ap1Buog Morotroinmikou / Certificate Number: 301011012
Kataokguaotig. MONAAA BIOMHXANIKQON IATPIKQN AEPION KPHTHZ A.E., “MOBIAK A.E.”

Manufacturer: MOBIAK S.A.

Eykatdoracn: MAPKOY MMOTZAPH 96-98, XANIA KPHTH.
Facility: 96-98, MARKOU BOTSARI STR., CHANIA KRITI GREECE.

Mpoiovra: OMNQZ ANA®EPONTAI ZTO MAPAPTHMA.
Products: AS LISTED IN ANNEX.

Karnyopiotroinon Mpoidviwy:

Devices Classification: 1: lla, 2: lla, 3: lla, 4: llb, 5: lilb

Huepounvia Tpéxoucag ékdoong:

Current issue date: 03/11/2020
loxUer pexpr:
Valid until: 24/05/2024

‘ExBeon emBswpnong:
Audit report: 200091012

MKPOY - MOPAITAKH I:j\EY(-)l:PIA, MNpoedpoc & AieuBuvouoa LupuPoulog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBvikd Kévipo ALioAdynong g Nowbmrag kail Texvohoylag oy Yyela (EKANTY) eivar Kowonomnpévog Opyaviopoes oupgwva
e v Odnyla 93/42/E OK nepl Twy 1aTpoTeXvVoRoyiKbY NPoidvTwy, e apiBud avayvawpiong 0653
National Evaluation Center of Quality & Technology in Health S A (EKAPTY) is a Notified body according to Council Directive
93/42/EEC concerning medical devices, with identitication number 0653
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EONIKO KENTPO AZIOAOMHIHX
THI MOIOTHTAL & TEXNOAOTIAL
ITHN YTEIA A.E.

NAPAPTHMA TOY YT. APIOM. 301011012 NIZTOMNOIHTIKOY.
ANNEX No. 301011012 CERTIFICATE.

MNPOIONTA

TYNOI/ EMMNOPIKEZ ONOMAZIEZ

IYMNYKNQTEZ OZYTONOY
(OXYGEN CONCENTRATORS)

FORCE, THORAX 5, IRENE.

NEDEAONOIHTEL
(NEBULIZERS)

GEM

IYIKEYEZ OETIKHE MIEZHI AEPATQIQN
(CONTINUOQUS AND AUTOMATIC POSITIVE AIRWAY
PRESSURE UNITS)

MORFEUS, MORFEUS SOFT, MORFEUS AUTO/
MORFEUS AUTO I

PYOMIZITEZ POHZ IATPIKQN QIAAQN OZYTONOY HERCULES, APHRODITE.
(OXYGEN PRESSURE REGULATORS)
NAAMIKO OZYMETPO AAKTYAOQY MY SPO2

(PULSE OXIMETER)

OPOI & NMPOYMOOEZEIZ / TERMS & CONDITIONS

MNa amooTelpwpiva TTPOIdVTa KaTtnyopiag |, n maoTtotoinon agopd pévo Ta BEpara emiteuéng kai diarripnong Tng

amoaTEipwong

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

sterile conditions.

lMa mpoiévTa karnyopiag | e AsiToupyia PETpNANG, N TOTOToINGN agopd YOV Ta BEPATA CUNHOPPWONG TWV TTPOIGVTWY

TTPOG TIG HETPOAOYIKEG ATTQITATEIS.

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 Trpoidvra karnyopiag |, eival arapaitnto éva cupTrAnpwparké maototmroinTkd E&éraong Tuou oUup@uva PE TIg

atraitioeig Tng Odnyiag 93/42/EOK, Mapdptnua lll.

For class |l products an additional Type Examination certificate is required according to the requirements of 93/42/EEC,

Annex Il

To mOoTOTTOINTIKG IoXUEl JOVA yIa Ta TTPOIGVTa Kal TI§ EYKATOOTATEIG TTOU ava@EpPovTal.

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

Qa TpayparotoloUvTal TepIodIkES eTIBEWPNOEIG EMITRENONG OTTWG avagépetal otnv Odnyia 93/42/EOK, pe okomd va
eTaAnBeleTal OTI O KATAOKEUQOTAG diaTnPEi Kal EQapPOdel TO CUCTNHA TTOIOTATAS.

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 TpouvTal T avwTEPW, O KATATKEUATTIS UTTOPET va ouvtdooel driAwan ouppopewong EK kal va emBeTer TN orjpavan

CE 0653 gta kaAuTrTopeva Tpoiovra.

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 MQP;\I'IAK'H EAEYOEPIA, MNpoedpog & AicuBovouoa Lupouviog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBvikd Kévipo AElohdynong g MNowdntag kar Texvoroyiag atnv Yyeia (EKANTY) eival Kowonompévog Opyaviopog oupdwva
pe v Odnyla 93/42/EOK nepl twv 1atpotexvoloyikwy Npoioviwy, pe apiBpd avayvaplong 0653
National Evaluation Center of Quality & Technology 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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