EONIKO KENTPO AZI0AOMHZHL
THE NOIOTHTAL & TEXNOAOTIAL
} ITHN YTEIAA.E.

MIZTONOIHTIKO EK/ EC CERTIFICATE
MAHPEZ ZYZTHMA AIAZOAAIZHE MOIOTHTAZ / FULL QUALITY ASSURANCE SYSTEM

MICTOTTOIEITAl OTI O TIOPUKATW AVAPEPOHEVOS KATAOKEUAOTAG £XEI KABIEPWOE! KaIl EQAPUOE
TAAPES G0OTNUA BIGOQAAITNG TG TTOIGTNTAG TUNPWYVA WE TIG oTTaiTioelg Tng Odnyiag 93/42/EOK, Mapdaptnua i
(e€aupoupévou Tou anpeiou 4) kal TG EVOWNATWONG TG TNV eAANVIKY vopobeaia,
yi0t TO OXESIOOHO, TNV KATAOKEUN] KOl TOV TEAIKO EAEYXO TWV TTPOTOVTWY TTOU OVOPEPOVTAL OTO TTAPOV TTICTOTTOINTIKO.
To TTaTOTTOINTIKG UTTOKEITQI OTOUS GPOUS Kat TIS TIPOUTTOBETEIS TTOU avaypd@ovIal OTIV ETTOUEVN TEAida.
OmoIEaBATIOTE ONUAVTIKES AAAAYES OTO OXESINOLO 1 TV KATAOKEUT) UTTOPET var KATAGTIIOOUY TO THHOTOTTONTIKO 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 Il
(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.

Ap18pd¢ Morotrommkou / Certificate Number: 301001041C

To mapdv ekdIBETAI TTPOC AVTIKATATTao Tou Ut apiBy. 301001041 moToTTOMTIKOU.
The present is issued to replace certificate nr 301001041.

Karaokevaotric: TEMAK A.E.
Manufacturer: TEMAK S.A.

Eykardotaon: A. TATOIOY 62, 136 77 AXAPNEZX.
Facility: 62, TATOIOU AVEN., 136 77 ACHARNES ATTIKI GREECE.

Mpoidvra: EZYITHMATA ENEZEPrAZIAZ YAATOZ
TIA NAPAMQIrH KAl APAIQZH AIAAYMATQN AIMOKAGAPZHX.

Products: WATER TREATMENT SYSTEMS
FOR PRODUCTION AND DILUTION OF HAEMODIALYSIS SOLUTIONS.

Karnyopiotroinon MpoiévTog:

Device Classification: L)
Huepounvia mpwrng £ékdoang:
Firstissue date: 13/07/2018
Hpepounvia Tpéxouoag £kdoang: 171052021

Current issue date:
loxier pExpl:
)\(/a"dpu),(]‘t)“: 12/07/2023

‘ExBeon emBswpnong:
Audit report: 2000%1p41

NIKPQY - MQPAI"I'A;(H EAEYOEPIA, Npoedpog & AleuBivouoca ZopBouhog
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBvikd Kévipo AEloAbynaong g Mowdtntag kat Texvohoylag oty Yyela (EKANTY) elval Kowvoroinpévog Opyaviopéds alugpwva
pe v 08nyia 93/42/EOK nepi Twy 1aTpoTEXVOAOYIKGLY MPoldvTwy, ue apiBud avayvipiong 0653.
National Evaluation Center of Quality & Technology in Health S.A. (EKAPTY) Is a Notllied body according to Councll Directive
93/42/EEC concerning medical devices, with identification number 0653.
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EONIKO KENTPO AZIOAOMTHIHX
THZ NOIOTHTAZ & TEXNOAOIAL
ITHN YTEIAA.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

OPOI & MPOYINOGEZEIX / TERMS & CONDITIONS

MNa atooTeipwpéva TTpoiévTa Katnyopiag |, n maTomroinon agopd pévo Ta BEpara emiTeuéng Kol dIATAPNONG TNG ATTOCTEIPWONG.

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

MNa mpoidvra kaTnyopiag | pe AeiToupyia pETpnong, n MaToToinan agopd uévo 1o BEPATA CUUMGPPWOTS TWY TTPOIGVTWY TTPOG TIS
HETPOAOYIKEG QTTAITATEIG,

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.

MNa mpoidvta katnyopiag [, eival arapaitnTo £va UPTIANPWEATIKS TTIOTOTTOINTIKG EEETaong ZxedioopoU COPQWVA HE TIG ATTAITAOEIG
tng Odnyiag 93/42/EOK, Mapdptnua Ii (onpeio 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 moToTroINTIKG 1I0X0El HéVa yIa Ta TTPOIGVTA Kal TIG EYKATACTATEIG TTOU aQva@EPOVTal.

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

Oa TpayparoTrololvTal TEPIOdIKEG EMOEWPNACEIG ETITAPNCNG 6TTwG avagepeTtal atnv Odnyia 93/42/EOK, pe okoto va eraAnBeleTai
6Tl 0 KATOOKEVOOTAG diaTrpel Kal epapuddel To oUOTNHA TTOIGTHTAG.

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 TnpoUvTal TA AVWTEPW, O KATAOKEUAOTHS PTTOPEi va ouvTdaoel dfjAwan ouppopewang EK kar va embérel Tn orjpavon CE
0653 ota kaAuTTépEva 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.

NIKPOY - MQPAITAKH EAEYOEPIA, Npdedpoc & Aleubivouaa SOpBoUAOC
PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

To EBvIkG Kévtpo AElohbynong g Nodtnrag kan Texvodoylag otnv Yyela (EKANTY) elval Koivonompévog Opyaviopoég oUpdwva
pe v O8nyla 93/42/EOK nepl Twv 1aTpoTeEXvorayIK®Y NMpoldvTwy, ue aplBpd avayvipiong 0653.
Nallonal Evaluation Center of Quality & Technology in Health S.A. (EKAPTY) is a Notlfied body according to Council Directive
93/42/EEC concerning medical devicas, with idenlilication number 0653.
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