TUVNORD
liototrointiko / Certificate

ZGpgwva pe 1o / acc. to EN ISO 13485:2003 + AC:2007
Ap. MnTpwou MoTotroinTikol. / Reg.-No. 44221 09 k3769‘23-001

Me 10 Trapév ToToTroEITQ OTt N €TCupia /. This certifies, that the company .

DIACHEL A.E.
SMYPOY MEPKOYPH 78 & AAKIMAXOY 1,
116 34 AGHNA/ EANAAA

DIACHEL DIAGNOSTICS SA
78 SPYROU MERKOURI & ALKIMACHOU 1 Str,
116.34 ATHENS/ HELLAS

£xe1 cuvrager kal diatnpei éva cloTnua Siaxeipiong TTOIOTTAS CUMPWYO UE Ti aTraiTicelg Tou EN 1SO 13485: 2003:+ AC:2007/ DIN. EN
ISO 13485:2007 - lotpotexvoloyikd Mpoidvia- Zuoripara 6xaxs|plcr}g ToIGTITag-  ATTaITioES yid Kavowaﬂkoug mcon'oug Tof ;
THOTOTTOINTIKG auTd Bev amroteAel £ykpion emiBeong opavong CE. :

has established and maintains a quality management system that meets the requirements of EN ISO 13485:2003 + AC: 2007/ DIN EN} ‘
ISO 13485:2007 - Medical devices - Quality management systems - Requirements for regulatory purposes. This certifi cate is not an. o
authorisation to affix the CE mark. . :

Eptropia, Alokivnon kai E@appoyég in Vitro Iarporsxvo)\oyn(wv AvtidpaoTtnpiwy, Paétevepywv o
Xnuikwv kal AvaAwoipwy. Eptropia kai Texvikr YTootApi§n AvaAutiv

Trade, Distribution and App//cat/ons of In Vitro Diagnostic Reagents, . Radioactive Dfagnostfc
Reagents, Chemicals and Disposables. Trade and Technical Support of Analyzers

TUV NORD CERT GmbH, Langemarckstr. 20, D-45141 Essen
www.tuev-nord.de, medical@tuev-nord.de, @ +49 (0) 201-825-0, Fax +49 (0} 201-825-3243 E
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ﬁ%},'ﬁ? ‘f@“"ﬁw Akkreditiert durch  10X0g/ Validity
%  Zentralstelle derLander A/ from  2009-11-10

é Jr fur G%sur}\dheltsscautz - e :
=== ei Arzneimittel . . ) / 5 : -
*ﬁv und Medizinprodukten Ewg / until  2012-11-09 Lo S ; )
o ﬁ’ ZLG~ZC§-96? 01.09-46 Michael Hartweg B
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Mpoidvra

Certification body for medical devices

Avarrapaywyr} emrpEmeral pdvo xwpis aAhavég/ Copies of this certificate only without changes.
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CERTIFICATE

Management system as per
DIN EN ISO 9001 : 2008

In accordance with TUV NORD CERT procedures, it is hereby certified that

DIACHEL DIAGNOSTICS S.A.

78, Spyrou Merkouri & Alkimachou 1 Str.
116 34 Athens

Hellas

applies a management system in line with the above standard for the following scope

Trade, Distribution and Applications of In Vitro Diagnostic Reagents,
Radioactive Diagnostic Reagents, Chemicals and Disposables.
Trade and Technical Support of Analyzers.

Certificate Registration No. 04 100 001495 Valid untit 2012-10-18
Audit Report No. GR-0526/2009 Initial certification 2000

Hpotr e

Certification Body
at TUV NORD CERT GmbH Athens, 2009-10-20

This certification was conducted in accordance with the TUV NORD CERT auditing and certification pfoaldmulndh
subject to regular surveillance audits.

TOV NORD CERT GmbH Langemarckstrasse 20 45141 Essen




TuV NORD

BEBAIQXH /| ATTESTATION

ouppwva pe Tnv Ymroupyikn Amégaon 1348/04 tou Ymroupyeiou Yyeiag kai Mpévoiag

™S EAAGBOG /

acc. to Decision No. 1348/04 of the Greek Ministry for Health and Welfare

Ap. Mntpwou / Reg.-No. 04520 09 0044

Me o Tapov BeBaiwvoupe 6T To glotnua “Apxwv kai KareuBuvtiipiwy Fpappwy Opéiig MNpaxnknig Aiavoprs larpotexvoloyikwy
Mpoidvrwy" TG ETQIpEiag TTOU AVAQEPETAl OTN OUVEXEID, CUUHOPQWVETAl WE TIS aTAITOEIS TNG YTroupyikng Amogaons AYBS/IT
o1k/1348 Tou dnuooielTnke oto @UAA0 32 B g e@nuepidag tng KuBépvnong ot 16 lavouapiou 2004, OxeTKG HE TiG ETQIPEIES
diakivnong iatpoTexvohoyikwyv Trpoidviwv. H BeBaiwon auth dev atroreAel éykpian emiBeons onpaveong CE.

We hereby confirm that the system of “Principles and Guidelines for Good Distribution Practice of Medical Devices" of the company
mentioned below is in conformance with the requirements of the decision No. AY86/T1 oik/1348 published in the Official Journal of
the Greek Government No. 32 B of 16 January 2004 relating to trading medical devices. This attestation is not an authorisation to

affix the CE mark.

DIACHEL A.E.

2MYPOY MEPKOYPH 78 & AAKIMAXQY 1

116 34 AGHNA / EAAAAA

DIACHEL DIAGNOSTICS S.A.
78 SPYROU MERKOURI & ALKIMACHQU 1 Str.
116 34 , ATHENS /HELLAS

Nedio MoTotroinong / Scope

Eptropia, Aiakivnon kai Eg@appoyég In Vitro larpotexvoAoyikwy AvnidpaoTnpiwy, Padievepywy,
Xnuikwy kai AvaAwaipwy. Eptropia kal Texvikr| YmooTrpiEn AvaAutwv

Trade, Distribution and Applications of In Vitro Diagnostic Reagents, Radioactive Diagnostic
Reagents, Chemicals and Disposables. Trade and Technical Support of Analyzers

ApiBuoég Kovotroinong 0044

Notified Body ID. No. 0044

TUV NORD CERT GmbH, Langemarckstr. 20, D-45141 Essen

www.tuev-nord.de, medical@tuev-nord.de, & +49 (0) 201-825-0, Fax +49 (0) 201-825-3243
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