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CERTIFICATO N. 
CERTIFICATE No. 

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITÀ DI 
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY 

 

GRUPPO VACUTEST KIMA 
 

Sede / Head Office 
Via dell’Industria,12 – 35020 Arzergrande (PD) - Italia 

Unità 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) - Italia 
ROLL S.R.L. - Via Leonardo Da Vinci, 24A – Zona Industriale Tognana – 35028 Piove di Sacco (PD) - Italia 
KIMA S.R.L. - Via Leonardo da Vinci, 22 – Zona Industriale Tognana – 35028 Piove di Sacco (PD) - Italia 

VACUTEST KIMA S.r.l. - Via dell’Industria,12 – 35020 Arzergrande (PD) – Italia 
VACUTEST KIMA S.r.l. - Via L. Da vInci, 22 Zona Industriale Tognana – 35028 Piove di Sacco (PD) – Italia 

VACUTEST KIMA S.r.l. - Via del Lavoro s.n.c. - 31040 Nervesa Della Battaglia (TV) - Italia 

È CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD 
 

UNI EN ISO 9001:2015 
 

Sistema di Gestione per la Qualità / Quality Management System 
 

PER LE SEGUENTI ATTIVITÀ / FOR THE FOLLOWING ACTIVITIES 
 

EA: 14 - 17 - 19 - 29 - 35  
 

Progettazione e produzione di provette con vuoto predeterminato 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 l’analisi del sangue e dei liquidi biologici. 

Progettazione e produzione di terreni di coltura per microbiologia. Progettazione e produzione di aghi e 
dispositivi sterili per il prelievo 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 laboratorio analisi. Stampaggio di 
materie termoplastiche ad iniezione per articoli medicali. Sterilizzazione per irraggiamento raggi Beta. 

 

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. Sterilization by Beta irradiation. 

Riferirsi alla documentazione del Sistema di Gestione per la Qualità aziendale per l'applicabilità dei requisiti della norma di riferimento. 
Refer to the documentation of the Quality Management System for details of application to reference standard requirements. 

 

Il presente certificato è soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione”  e al relativo Schema specifico. 
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and specific Scheme . 

 

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute 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. 

For timely and updated information about any changes in the certification status referred to in 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  18/01/2022 17/01/2025 
 

 

 
____________________________________________ 

Vincenzo Delacqua 
Rappresentante Direzione / Management Representative 

ICIM S.p.A. 
Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 

www.icim.it 





EU Quality Management System Certificate (IVDR)
Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices, 
Annex IX Chapters I and III (Class C and B Devices excluding self-/near-patient-testing and 
Companion Diagnostics)

No. V12 010051 0137 Rev. 02

Page 1 of 3

TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123
TÜV SÜD Product Service GmbH � Certification Body � Ridlerstraße 65 � 80339 Munich � Germany

Manufacturer: Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden
GERMANY

SRN Manufacturer: DE-MF-000009455

The Certification Body of TÜV SÜD Product Service GmbH certifies that the manufacturer has 
established, documented and implemented a quality management system as described in Article 
10 (8) of the Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices. Details on devices 
covered by the quality management system are described on the following page(s).
The Report referenced below summarizes the result of the assessment and includes reference to 
relevant CS, harmonized standards, audit and test reports. The conformity assessment has been 
carried out according to Annex IX Chapter I and III of this regulation with a positive result. 
The quality management system assessment was accompanied by the assessment of technical 
documentation for devices selected on a representative basis. 
The certified quality management system is subject to periodical surveillance by TÜV SÜD Product 
Service GmbH. The surveillance assessment includes an assessment of the technical documentation 
for the device or devices concerned on the basis of further representative samples. 
For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:V12 010051 0137 Rev. 02
 

Report No.: 713234659-04

Preceding Certificate No.: V12 010051 0137 Rev. 01

Valid from: 2022-10-13

Valid until: 2026-08-11

Date of Initial Issuance: 2021-08-12

Christoph Dicks
Issue date: 2022-10-13 Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:V12%20010051%200137%20Rev.%2002
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TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123
TÜV SÜD Product Service GmbH � Certification Body � Ridlerstraße 65 � 80339 Munich � Germany

Classification: B
Device Group: W0101 - CLINICAL CHEMISTRY
Intended Purpose: IVR 0608 - Devices intended to be used for screening, 

determination or monitoring of physiological markers

Classification: B
Device Group: W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)
Intended Purpose: IVR 0504 - Devices intended to be used to determine the 

infectious load, to determine infective disease status or immune 
status and devices used for infectious disease staging

Classification: B
Device Group: W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)
Intended Purpose: IVR 0602 - Devices intended to be used for screening, 

determination or monitoring of physiological markers for a specific 
disease

Classification: B
Device Group: W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)
Intended Purpose: IVR 0608 - Devices intended to be used for screening, 

determination or monitoring of physiological markers

Classification: B
Device Group: W0105 - INFECTIOUS DISEASES
Intended Purpose: IVR 0504 - Devices intended to be used to determine the 

infectious load, to determine infective disease status or immune 
status and devices used for infectious disease staging

Classification: C
Device Group: W0101 - CLINICAL CHEMISTRY
IVP Code: IVP 3002 - In vitro diagnostic devices which require knowledge 

regarding biochemistry
Intended Purpose: IVR 0301 - Devices intended to be used in screening, diagnosis, 

staging or monitoring of cancer

Classification: C
Device Group: W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)
IVP Code: IVP 3007 - In vitro diagnostic devices which require knowledge 

regarding immunoassays
Intended Purpose: IVR 0301 - Devices intended to be used in screening, diagnosis, 

staging or monitoring of cancer



EU Quality Management System Certificate (IVDR)
Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices, 
Annex IX Chapters I and III (Class C and B Devices excluding self-/near-patient-testing and 
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TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123
TÜV SÜD Product Service GmbH � Certification Body � Ridlerstraße 65 � 80339 Munich � Germany

Classification: C
Device Group: W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)
IVP Code: IVP 3002 - In vitro diagnostic devices which require knowledge 

regarding biochemistry
Intended Purpose: IVR 0504 - Devices intended to be used to determine the 

infectious load, to determine infective disease status or immune 
status and devices used for infectious disease staging

Classification: C
Device Group: W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)
IVP Code: IVP 3007 - In vitro diagnostic devices which require knowledge 

regarding immunoassays
Intended Purpose: IVR 0605 - Devices intended to be used for monitoring of levels of 

medicinal products, substances or biological components

Classification: C
Device Group: W0105 - INFECTIOUS DISEASES
IVP Code: IVP 3011 - In vitro diagnostic devices which require knowledge 

regarding molecular biological testing including nucleic acid assays 
and next generation sequencing (NGS)

Intended Purpose: IVR 0301 - Devices intended to be used in screening, diagnosis, 
staging or monitoring of cancer

Classification: C
Device Group: W0105 - INFECTIOUS DISEASES
IVP Code: IVP 3011 - In vitro diagnostic devices which require knowledge 

regarding molecular biological testing including nucleic acid assays 
and next generation sequencing (NGS)

Intended Purpose: IVR 0503 - Devices intended to be used to detect the presence of, 
or exposure to an infectious agent including sexually transmitted 
agents

The validity of this certificate 
depends on conditions and/or 
is limited to the following:

-none-

Revision History: Rev.       Dated                Report
 00         2021-08-12        713198378
 01         2022-03-22        713234659-02







a Abbott 

Declaration of Conformity 

Certificate Identification: 

Legal Manufacturer's Name: 

Legal Manufacturer's Address: 

List Numbers and GMDN 
Size Code of Devices Code 

07P9720 53236 

Authorized European 
Representative (name and address) 

Storage site of technical 
documentation (name and address) 

Harmonized Standards 

DoC-07P9720-SD DELK 

Abbott GmbH & Co. KG 

Max-Planck-Ring 2, 65205 Wiesbaden, Germany 

Names and Description of Devices 

Alinity c Direct Bilirubin Reagent Kit 

NIA 

Classification 

Self-declared 

Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA. 

Listed in the Technical Documentation 

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing 
the CE marking, conform with the applicable provisions of the EC Directive 98/79!EC of the European 
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are 
transposed into the laws of the member states. 

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole 
responsibility of the manufacturer. 

Signature: Signature: 

Full Name: Thomas Creel Full Name: 

Position: Director Quality Assurance Position: Assoc. Director Regulatory Affairs 

Date of Approval: /C, ·'Ff b _., JeJ/1 Date of Approval: / 9-Ek-::; iJ-20/'i' 

Date Issued: /?--E£~3 ·- .7-0/9 

Place Issued: 65205 Wiesbaden, Germany 

Supersedes: 18-JAN-2018 

Effective (Date or 
LotNumber): /7-Eff8-Z(!)/<'j 













a Abbott 

Declaration of Conformity 

Certificate Identification: 

Legal Manufacturer's Name: 

Legal Manufacturer's Address: 

List Numbers and GMDN 
Size Code of Devices Code 

07P9920 53251 

07P9930 53251 

Authorized European 
Representative (name and address) 
Storage site of technical 
documentation (name and address) 
Harmonized Standards 

DoC-07P9920, 07P9930-SD DELK 

Abbott GmbH & Co. KG 

Max-Planck-Ring 2, 65205 Wiesbaden, Germany 

Names and Description of Devices 

Alinity c Creatinine Reagent Kit 

Alinity c Creatinine Reagent Kit 

NIA 

Classification 

Self-declared 

Self-declared 

Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA. 

Listed in the Technical Documentation 

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing 
the CE marking, conform with the applicable provisions of the EC Directive 98179/EC of the European 
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are 
transposed into the laws of the member states. 

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole 
responsibility of the manufacturer. 

Signature: 

Full Name: Thomas Creel 

Position: Director Quality Assurance 

Date of Approval: 
. 7 

Signature: 

Full Name: 

Position: 

Date of Approval: 

Date Issued: 

Place Issued: 

Supersedes: 

Effective (Date or 
Lot Number): 

Noah Lermer 

Director Regulatory Affairs 

/f-f&y-Jo!J 
65205 Wiesbaden, Germany 

31-DEC-2016 
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