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EONIKO KENTPO ASIOAOFHIHX
THI NOIOTHTAX & TEXNOAOIIAL
ITHN YTEIA A.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

NIZTONOIHTIKO / CERTIFICATE

ISO 9001:2015

MIGTOTOIEITAI 6T O TTAPAKATW aVAPEPOHEVOS OPYaVIGHOE EXEI KOBIEPWTE! KAt EQAPHOLE!
yia Ti¢ avaypagopeves SpaotnpidtnTeg olaTna SIaXEimong TG TOIOTNTAS TO OTTOI0
CUULOP@QLIVETAI HIE TIS QTTAITAOEIG TOU TTPOTUTTOU,
H 10XUg TOU TIOTOTTOINTIKOU GUVBEETAN ME TNV EMITUXT) OAOKAAPWON TWV ETIBEWPACEWY ETITPNONG.

We hereby certify that the under mentioned organization has established and maintains for the listed
activities a quality management system that complies with the requirements of the standard.
Validity of the certificate is based upon the successful completion of surveillance audits.

Ap19u6¢ MortomroinTikou / Certificate Number: 301041411

Opyavigpog:

Organization:

Aigwbuvon;
Address:;

ApactnmdTnTes:
Activities:

Huepounvia apxikrg éxdoong:
First issue date:

Huepopnvia tpéxouaas £Kdoong:
Current issue date:

layue pExpr:
Vaiid until:

‘ExBeon emBewpnong:
Audit report:

BIOMERIEUX EAAAT ANQNYMH ETAIPIA EIZAMQIHE, B
EMMOPIAZ KAl AIANOMHZ IATPIKQN KAl AIATNQEITIKQN MPOIONTQON.

BIOMERIEUX HELLAS S.A.
NAMNANIKOAH 70, 152 32 XAAANAPI ATTIKH.

70, PAPANIKOLI STR., 152 32 HALANDRI ATTIKI GREECE.

ONQE ANADEPONTAI ZTO MAPAPTHMA,
AS LISTED IN ANNEX.

21/11/2000

06/11/2024

05/11/2027

200101411

gz\(b MIKPOY - MOIPATTAKH EAEYOEPIA, (1poeSpoc & MeuBivousa ZopRoukoc
o PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director
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EONIKO KENTPO AZIOAOMHIHX
THI NOIOTHTAL & TEXNOAOIIAL
ITHN YTEIAA.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

NAPAPTHMA TOY YN. APIOM. 301041411 NIZTONOIHTIKOY.
ANNEX, No. 301041411 CERTIFICATE.

ApaocTnpidTnTEG:

e EMMOPIA, AIAKINHIH KAl EMNIETHMONIKH YNOZTHPIZH IN VITRO AIATNQETIKQN
ANTIAPAZTHPION, ANTIAPOQNTON NPOIONTON, BAOMONOMHTON KAI YAIKON EAEMXOY, ANAAYTQN
KAINIKHE XHMEIAE, MOPIAKHE BIOAOTIAZ, ANOZOAOTIAZ KA! MIKPOBIOAOTIAL.

e EMNOPIA, AIAKINHIH KAI ENIZTHMONIKH YIOZTHPIZH AIATNQETIKON ANTIAPAZTHPIQN,
ANTIAPQNTON MPOIONTQON, BAOMONOMHTON KAl YAIKQON EAETXOY, ANAAYTON BIOMHXANIKHE
MIKPOBIOAOFIAZ KAl MIKPOBIOAOTIKOY EAErXOY TPODIMON, PAPMAKEYTIKQON KAl KAAAYNTIKON
NPOIONTON KAI KTHNIATPIKQN AEITMATQN.

o EMNOPIA, AIAKINHEIH, EFTKATAZTAZH KAl TEXNIKH YROEZTHPIZH ZYITHMATQN
MAPAKOAOYOHZIHE KAI IXNHAAZIMOTHTAZ OEPMOKPAEZININ KAl AAAQN ®YZIKQN NAPAMETPQN.

e TEXNIKH YNOZTHPIZH ANAAYTOQN MOPIAKHEZ BIOAOIAE, KAINIKHZ XHMEIAZ, ANOZOAOIAZ
KAl MIKPOBIOAOTIAZ.

o TEXNIKH YNOETHPIZH ANAAYTON BIOMHXANIKHZ MIKPOBIOAOTIAL KAl MIKPOBIOAOIKOY EAEMXOY
TPODIMON, PAPMAKEYTIKON KAI KAAAYNTIKOQN NPOIONTON KAI KTHNIATPIKQN AEITMATON.

Activities:

e TRADING, DISTRIBUTION AND SCIENTIFIC SUPPORT OF IVD REAGENTS, REAGENT PRODUCTS,
CALIBRATORS AND CONTROL MATERIALS, CLINICAL CHEMISTRY ANALYZERS, MOLECULAR BIOLOGY
ANALYZERS, IMMUNOASSAY ANALYZERS AND MICROBIOLOGY ANALYZERS.

» TRADING, DISTRIBUTION AND SCIENTIFIC SUPPORT OF DIAGNOSTIC REAGENTS, REAGENT
PRODUCTS, CALIBRATORS AND CONTROL MATERIALS, ANALYZERS OF INDUSTRIAL MICROBIOLOGY
AND MICROBIOLOGY CONTROL OF FOOD, DRUGS AND COSMETIC PRODUCTS AND VETERINARY
SAMPLES.

¢ TRADING, DISTRIBUTION, INSTALLATION AND TECHNICAL SUPPORT FOR SYSTEMS
OF MONITORING AND TRACEABILITY OF TEMPERATURES AND OTHER PHYSICAL PARAMETERS.

» TECHNICAL SUPPORT OF MOLECULAR BIOLOGY ANALYZERS, CLINICAL CHEMISTRY ANALYZERS,
IMMUNOASSAY ANALYZERS AND MICROBIOLOGY ANALYZERS.

e« TECHNICAL SUPPORT OF ANALYZERS OF INDUSTRIAL ROBIOLOGY AND MICROBIOLOGY CONTROL
OF FOOD, DRUGS AND COSMETIC PRODUCTS AND VE INARY SAMPLES.

Qﬂl MIKPOY - MQPAITAKH EAEYOEPIA, 11 6s§p'o< & AuBVoUCa EUpBOUASC
PIKROU - MORAITAKI ELEFTHERIA! Président & Managing Director
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EBNIKO KENTPO AZIOAOMHIHX
THI NOIOTHTAL & TEXNOAOFIAL
ITHN YTEIA A.E.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

NIZTONOIHTIKO / CERTIFICATE

EN ISO 13485:2016

MioToTroiEiTal 6T 0 TAPAKATW AVAPEPOLEVOS OPYAVIGHIOS £XEI KABIEPWOE! KAl EQUPUOTE!
yIO TIC avay pae6peveg BpaoTnpidTNTES auaTnua Siaxeipiong Tng ToIGTNTAS TO OToI0
CUUHOPRPLIVETA PE TIG OTTAITOEI TOU TTPOTUTTOU.
H 16X U¢ TOU TIOTOTTOINTIKOU CUVBEETON JE TNV EMITUXT] OAOKANPWOT Twv EMBEWPAOEWY EMITAPNONG.

We hereby certify that the under mentioned organization has established and maintains for the listed
activities a quality management system that complies with the requirements of the standard.
Validity of the certificate is based upon the successful completion of surveillance audits.

Ap1Budg Motoroinmikol / Certificate Number: 302031411

Opyavicpbs:

Organization:

AiedBuvon:
Address:

ApagmpibtnTeg:
Activities:

Huepounvia apyikrig £kdoong:

BIOMERIEUX EAAAL ANOGNYMH ETAIPIA EIZAMQIHE, .
EMMOPIAZ KAl AIANOMHE IATPIKQN KAI AIATNQETIKQN MPOIONTQON.

BIOMERIEUX HELLAS S.A,
MNAMNANIKOAH 70, 152 32 XAAANAPI ATTIKH.
70, PAPANIKOLI STR., 152 32 HALANDRI ATTIKI GREECE.

ONOZ ANAGEPONTAI ZTO NAPAPTHMA.
AS LISTED IN ANNEX.

First issue date: 12/11/2004
'Of,‘;ﬁ;dpﬁﬁ‘t’i:; 05/11/2027
e E‘Rﬁsd‘i‘t’egggg; 200101411
gim NIKPOY - MOPAITAKH EAEYOEP . ,[l'}a/cseépoc 8 BueuBovouaa SupBourod
e PIKROU - MORAITAK) ELEFTHERFA, President & Managing Director
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EBNIKO KENTPO A=IOAOTHIHL
THI NOIOTHTAL 8& TEXNOAOIIAL
ITHN YTEIAAE.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

NAPAPTHMA TOY YN. APIOM. 302031411 NIZTONOIHTIKOY.
ANNEX, No. 302031411 CERTIFICATE.

ApaoTnploTNTEG:

¢ EMMOPIA, AIAKINHEIH KAI ENIZTHMONIKH YNOZTHPIZH IN VITRO AIATNQETIKQN ANTIAPAZTHPIQN,
ANTIAPONTON NPOIONTQN, BAOGMONOMHTON KAI YAIKQN EAEFXOY, ANAAYTON KAINIKHE XHMEIAL,
MOPIAKHE BIOAOTIAEL, ANOZOAOIIAE, MIKPOBIOAOIIAL.

e TEXNIKH YMNOZTHPIZH ANAAYTON MOPIAKHZ BIOAOTIAZ, ANOZOAOrIAE, MIKPOBIOAOFIAL.

Activities:

+ TRADING, DISTRIBUTION, SCIENTIFIC SUPPORT OF IVD DIAGNOSTICS REAGENTS,
REAGENT PRODUCTS, CALIBRATION AND CONTROL PRODUCTS, MOLECULAR BIOLOGY ANALYZERS,
MICROBIOLOGY ANALYZERS, CLINICAL BIOCHEMISTRY ANALYZERS, IMMUNOASSAY ANALYZERS.

¢ TECHNICAL SUPPORT OF MOLECULAR BIOLOGY ANALYZERS, MICROBIOLOGY ANALYZERS,
CLINICAL BIOCHEMISTRY ANALYZERS, IMMUNOASSAY ANALYZERS.

gi\rz)) AIKPOY - MOPAITAKH EAEYOERIAflo6e8poc & AreuBovouaa SuuBouroc
g PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director

- IcAiba/page: 2/ 2



EONIKO KENTPO AZ10AOTHIHL
THI NOIOTHTAX & TEXNOAOFIAL
ITHNYTEIAAE.

NATIONAL EVALUATION CENTER

OF QUALITY & TECHNOLOGY
IN HEALTH S.A.

BEBAIQZH / CONFIRMATION
AY8/1348/04

Befaiveral 6T n TapaKdTw ava@epOUEV TTIXEIPNOT CUMHOPQUVETN PE TIS OTQITHOEIS
¢ Youpyikrg ATégaang AY8S/M.MN.oik./1348/2004 yia Tn Siavour| 1GTPOTEXVOACYIKWY TTPOTOVTWYV.
H 1ox0¢ Tg Tapolaag uvBEETaN JE TNV ETTITUXT OAOKARPWAN TwV ETIBEWPICEWY EMTAPNCNG.

We hereby confirm that the under mentioned company complies with the requirements of the Decision 1348/04
of the Greek Ministry for Health and Social Solidarity regarding distribution of medical devices.
Validity of the confirmation is based upon the successful completion of surveillance audits.

Ap19po¢ Bepaiwong / Confirmation Number: 303031411

Emyeipnon:

Company:

AlggBuvan:
Address:

ApaotnpiéTnTa:
Activity:

Hugpopnvia apyikris ékboong:
First issue date:

Huepounvia Tpéxoucag Ekdoang:
Current issue date:

layoer péxpr
Valid until:

‘ExBeon emBewpnong:
Audit report

BIOMERIEUX EAAAZ ANQNYMH ETAIPIA EIZATQIHE, }
EMMOPIAZL KAl AIANOMHE IATPIKQN KAI AIATNQEITIKQN MPOIONTON.

BIOMERIEUX HELLAS S.A.

NAMNANIKCAH 70, 152 32 XAAANAPI ATTIKH.
70, PAPANIKOLI STR., 152 32 HALANDRI ATTIKI GREECE.

AIAKINHEH IATPOTEXNOACTIKQN NPOIONTON.
DISTRIBUTION OF MEDICAL DEVICES.

2111/2000

0671112024

05/11/2027

200101411

€ i‘;b; MIKPOY - MOPAITAKH EAEYOEPIA/Mpdespoc & AicuBivouoa SupBovhoc
- PIKROU - MORAITAKI ELEFTHERIA, President & Managing Director



