CI8Q is a member of

* 9

*ERE E R T
Fk § N A |
478 ¥

ey
™

THE INTERNATIONAL CERTIFICATION NETWORK
www.ignetl-certification.com

IQNet, the association of the world’s first class
certification bodles, is the fargest provider of management

Systemn Certification in the world.
IQNet is composed of mare than 30 bodies and counts
aver 150 subsidiaries all aver the globe.

CERTIFICATO n.
CERTIFICATE No.

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

GRUPPO VACUTEST KIMA

Sede / Head Office
Via dell'Industria, 12 — 35020 Arzergrande (PD) - ltalia
Unita Operative / Operative Units
MEUS S.r.l - Via Leonardo da Vinci, 24B — 26 — 28 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
MEUS S.r.l. - Via dell'Industria, 2 - 16 - 35020 Arzergrande (PD) - ltalia
ROLL S.R.L. - Via Leonardo Da Vinci, 24A — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
KIMA S.R.L. - Via Leonarda da Vinci, 22 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
VACUTEST KIMA S.r.l. - Via dell'Industria,12 — 35020 Arzergrande (PD) ~ ltalia
VACUTEST KIMA S.r.l. via L. Da vinci, 22 Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia

4265/4

E CONFORME ALLA NORMA / 1S IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management Sysfem
PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 14 -29

Progettazione e produzione di provette con vuoto predeterminate ad uso prelievo ematico, liquidi biologici e urine.
Produzione di provette per microprelievi di sangue. Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.
Progettazione e produzione di kit diagnostici per Panalisi del sangue e dei liquidi biologici. Progettazione e produzione di
terreni di colfura per microbiologia. Progettazione e produzione di aghi e dispositivi sterili per il prefievo ematico.
Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per microbiologia, articoli in plastica per
laboratorio analisi, provette con vuoto predeterminato e aghi sterili. Progettazione e produzione di stampi per articoli in
plastica per laboratoric analisi. Stampaggio di materie termoplastiche ad iniezione per articoli medicali.

Design and production of test tubes with predetermined vacuum for coltection of haematological samples, biological liquids
and urine samples. Production of test tubes for micro-collection of haematological samples. Design and production of
Holders for vacuum sampling. Design and production of diagnostic kits for blood and biological liquids analysis. Design and
praduction of culture media for microbiology. Design and production of sterile needles and devices for coliection of
haematological samples. Trading of the products of the Group: diagnostic kits, culture media for microbiology, plastic
disposable labware, test tubes with predetermined vacuum and sterile needles. Design and production of moulds for plastic
labware. Injection moulding of thermoplastic materials for medical devices.

Ritarirsi alla documentazione del Sislema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer o the documentation of the Quality Management Sysfem for delails of appfication to reference sfandard requirements.

Per informazioni puntuali e aggiomate circa eventuali variazioni intervenule nello stato della certificazione di cui al presente certificato,
si prega di contattare il n® telefonico +39 02 725341 o indirizzo e-mail info@icim.it
Fartimely and updaled information about any changes in the cerlification status referved lo it this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

Data emissione Emissione corrente Data di scadenza
First issue Current issue Expiring date
18/01/2007 18/01/2019 17/01/2022
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s SGQ N D04 A CISQ & la Federazione [taliana di Organismi di
Eg Certificazlone del sistemi di gestione aziendale.
Pa Membro degli Accordi di Mutuo Riconascimento EA, IAF e ILAC CISQ s the Italian Federation of management

Signatory of EA, IAF and ILAC Mutual Recognition Agreements system Certification Bodies.
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/ICIM SPA has issued an IQNet recognized certificate that the organization:
GRUPPO VACUTEST KIMA

Head Office and Operative Unit
Via dell'Industria, 12 - 1-35020 Arzergrande (PD}
Operative Units
MEUS S.r.l. - Via Leonardo Da Vinci, 24B-26-28 - Zona Industriale Tognana - I-35028 Piove di Sacco (PD)
MEUS S.r.l. - Via dell'lndustria, 2-16 - 1-35020 Arzergrande (PD)

ROLL S.r.l. - Via Leonardo Da Vinci, 24A - Zona Industriale Tognana - 1-35028 Piove di Sacco (PD)
KIMA S.r.l. - Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 1-35028 Piove di Sacco {PD)
VACUTEST KIMA S.r.). - Via dell'Industria, 12 - 1-35020 Arzergrande (PD)

VACUTEST KIMA S.r.l. - Via Leonardo Da Vinei, 22 - Zona Industriale Tognana - I-35028 Piove di Sacco (PD)

has implemented and maintains a

Quality Management System

for the following scope:

Design and production of test tubes with predetermined vacuum for collection of haematological samples, biological liquids
and urine samples. Production of test tubes for micro-collection of haematological samples, Design and production of
Holders for vacuum sampling. Design and production of diagnostic kits for blood and biological liquids analysis, Design and
production of culture media for microbiology. Design and production of sterile needles and devices for collection of
haematological samples. Trading of the products of the Group: diagnostic kits, culture media for microbiology, plastic
disposable labware, test tubes with predetermined vacuum and sterile needles. Design and production of moulds for plastic
labware. Injection moulding of thermoplastic materials for medical devices.

which fulfils the requirements of the following standard:

ISO 13485:2016

Issued on: 2019-01-18
First issued on: 2007-01-18
Expires on: 2022-01-17

This attestation is directly linked to the IQNet Partner's original
cerfificate and shall not be used as a stand-alone document.

Registration Number: 1T-103425
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Alex Stoichitoiu

President of IONET

Ing. Claudio Provetti
President of CISQ

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Iraly
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil
FONDONORMA FVenezuela ICONTEC Colombi Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM drgenting JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSATI Inc.

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is avajlable under www.iqnet-certification.com
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/ICIM SPA has issued an IQNet recognized certificate that the organization:
GRUPPO VACUTEST KIMA

Head Office and Operative Unit
Via dell'Industria, 12 - I-35020 Arzergrande (PD})
Operative Units
MEUS S.r.l. - Via Leonardo Da Vinci, 24B-26-28 - Zona Industriale Tognana - 1-35028 Piove di Sacco (PD)
MEUS S.r.l. - Via dell'Industria, 2-16 - |1-35020 Arzergrande (PD)

ROLL S.r.l. - Via Leonardo Da Vinci, 24A - Zona Industriale Tognana - 1-35028 Piove di Sacco (PD)
KIMA S.r.l. - Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 1-35028 Piove di Sacco (PD)
VACUTEST KIMA 8.r.l. - Via dell'industria, 12 - [-35020 Arzergrande (PD)

VACUTEST KIMA S.r.l. - Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 1-35028 Piove di Sacco (PD)

has implemented and maintains a

Quality Management System

for the following scope:

Design and production of test tubes with predetermined vacuum for collection of haematological samples, biological liquids and
urine samples. Production of test tubes for micro-collection of haematological samples. Design and production of Holders for
vacuum sampling. Design and production of diagnostic kits for blood and biological liquids analysis. Design and production of
culture media for microbiology. Design and production of sterile needles and devices for collection of haematological samples.
Trading of the products of the Group: diagnostic kits, culture media for microbioclogy, plastic disposable labware, test tubes with
predetermined vacuum and sterile needles. Design and production of moulds for plastic labware. Injection moulding of
thermoplastic materials for medical devices.

which fulfils the requirements of the following standard:

ISO 9001:2015

Issued on: 2019-01-18
First issued on: 2007-01-18
Expires on: 2022-01-17

This attestation is directly linked to the IQNet Partner's original
certificate and shall not be used as a stand-alone document.

Registration Number: 1T-103458
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Alex Stoichitoiu Ing. Claudio Provetti
President of IONET President of CISQ

IQNet Partners®:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ ltaly

CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil
FONDONQORMA Fenezuela ICONTEC Cofombia Inspecta Sertifiointi Oy Finland INTECO Ceosta Rica

IRAM Argentina IQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland

NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SW Israel S1Q Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com
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