EONIKO KENTPO AZIOAOITHIHL
THI MOIOTHTAL & TEXNOAOTIAL
ITHN YTEIAA.E.

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

MaTotroleiTal 0TI 0 TOPAKATW AVAPEPOUEVOS KATATKEUQOTNG EXEI KABIEPWOE! KAl EQAPUOLE!
oloTnua dlac®dAIong TNG TTOIGTNTAS TUPQUVA WE TIg atraitiotlg Tng Odnyiag 93/42/E0K, Mapdptnua V
Kal TNG EVOWNATWONG TNG OTNv EAANVIKN vopoBeaia,

Yia TNV KAaTaokeur) Kail Tov TEAIKO EAEYXO0 TWwV TTPOIGVTWY TTOU avagépovTal aTo TTapov TIGTOTTOINTIKO.

To moTOTTOINTIKO UTTGKEITaI OTOUS OPOUS Kai TIS TTPOUTTOBETEIS TTOU avaypd@ovial aTnv EMOuEVn oeAida.
Orroicodijmore onpaviikés aAAayic oTo axedIaauo 1j TV KATAOKEUN) (ITOPET va KaTaaTiioouy To THOTOTTOINTIKG 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 overleat.

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

Ap1Buo6g MoTtomroinTikoU / Certificate Number: 303001029C2

Karaokeuaotis: MOBIAK ALE.
Manufacturer: MOBIAK A.E.

Eykaraotaon: MAPKOY MMOTZAPH 96-98, 731 36 XANIA KPHTH.
Facility: 96-98, MARKOU BOTSARI STR., 731 36 CHANIA CRETE GREECE.

Mpoiov: ®OPHTOZ KATAIQNIZTHPAEZ ZOMATOX
Product: PORTABLE BODY SHOWER

Katnyopiotoinan Mpoidvrog(wv): lla
Device(s) Classification:

Huepopunvia Tpéxouoag £ékdoong: 23/12/2014
Current issue date

loxuel péxpi:
Valid until: 222019

‘EkBeon emBewpnong:
Audit report:

200011029

To EBviko Kevipo AfloAdynang Tng Mowotntag kat TexvoAoyiag otnv Yyeia eivat Kowonoinuévoe Opyaviopog ouugwva
MeE TV Odnyia 93/42/EOK nepl Twv 1atpoTeXVOAOYIKMY NPoidvTwy, HE aptBud avayvmpiong 0653.
National Evaluation Center of Quality & Technology in Health S.A. is a Notified body according to Council Directive
93/42/EEC concerning medical devices, with identification number 0653.
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EGNIKO KENTPO A=IOAOMHIHL
THZ MNOIOTHTAL & TEXNOAOTI'IAL
LTHN YTEIAALE.

OPOI & NPOYMOGEZEIX / TERMS & CONDITIONS

Ma aoaTelpwpéva TTPoIdVTA Katnyopiag |, n moToTroinon agopd povo Ta Bepara emiteugng kal dlarfpnang g
aTmooTEIpWONG.

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

lNa paidvra katnyopiag | pe Aeitoupyia PéTpnong, n MoTOTToINGT agopd HOVO Ta BEUATA TUPHGPPWONG TWV
TTROIOVTWY TTPOG TIG HETPOAOYIKESG QTTQITAOEIS.

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 mpoiovta karmyopiag |1, ivar amapaitnTo éva gupTrAnpwpanké mototoinTikd E&Etaong Zyxediaopou
oUpgwva pe Tig amraitrioeilg Tng 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 |1 93/42/EEC (section 4).

To MOoTOTroINTIKG IOXUEI OV YO Ta TTPOIOVTA KAl TIG EYKATAOTACEIG TTOU avapEépPovTal.
The certificate is valid only for the products and the facilities mentioned.

Oa TpayHaToTToIoUVTal TTEPIOBIKEG ETIBLWPAOEIS EMTAPNONG OTTWG avagépeTal oTnv Odnyia 93/42/EOK, pe
OKOTTO va eTTaAnBeUETal OTI 0 KATAOKEUAOTNG BIaTnpei Kal eQappodel TO GUCTNUA TTOIOTNTAG.

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

Orav pouvTal Ta avwWTEPW, O KATACKEUADTHS HITOPEI va OUVTAooEr dnAwan cuppdpewong EK kai va emBeTer
onuavarn CE 0653 ota KaAUTITOPEVT TTROIOVTA.

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.
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