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Product Service

EU Quality Management System Certificate (IVDR)

Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices,
Annex IX Chapters | and Il (Class C and B Devices excluding self-/near-patient-testing and
Companion Diagnostics)

No. V12 056726 0006 Rev. 03

Manufacturer: Diesse Diagnostica Senese SpA
Strada dei Laghi 39
53035 Monteriggioni (Sl)
ITALY

SRN Manufacturer - IT-MF-000013311

The Certification Body of TUV SUD 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 | and Il 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 TUV SUD 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.All applicable
requirements of the Testing, Certification, Validation and Verification Regulations TUV SUD Group
have to be complied with.

For details and certificate validity see: www.tuvsud.com/ps-cert?g=cert:\V12 056726 0006 Rev. 03

Report No.: ITA200220005356_CN1
Preceding Certificate No.: V12 056726 0006 Rev. 02
Valid from: 2024-10-11

Valid until: 2027-06-26

Date of Initial Issuance: 2023-04-26

Mt

Marta Carnielli
Issue date: 2024-10-11 Head of Certification IVD
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Product Service

EU Quality Management System Certificate (IVDR)

Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices,
Annex IX Chapters | and Il (Class C and B Devices excluding self-/near-patient-testing and
Companion Diagnostics)

No. V12 056726 0006 Rev. 03

Classification: Class C

Device Group: WO0105 - INFECTIOUS DISEASES

IVP Code: IVP 3007 - In vitro diagnostic devices which require knowledge
regarding immunoassays

Intended Purpose: IVR 0501 - Devices intended to be used for pre-natal screening of

women in order to determine their immune status towards
transmissible agents

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

agents

Classification: Class 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

IVR 0603 - Devices intended to be used for screening,
confirmation/determination, or monitoring of allergies and
intolerances

Classification: Class C

Device Group: WO0105 - INFECTIOUS DISEASES

IVP Code: IVP 3001 - In vitro diagnostic devices which require knowledge
regarding agglutination tests

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

IVR 0506 - Other devices intended to be used to determine
markers of infections/immune status

Classification: Class B

Device Group: WO0105 - INFECTIOUS DISEASES

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

Classification: Class 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: Class B
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Product Service

EU Quality Management System Certificate (IVDR)

Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices,
Annex IX Chapters | and Il (Class C and B Devices excluding self-/near-patient-testing and
Companion Diagnostics)

No. V12 056726 0006 Rev. 03

Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

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

Revision History:

Rev. Dated
00 2023-04-26

01 2023-10-16
02 2024-06-03

03 2024-10-11
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Report
ITA1980324_CN

ITA1980324_CN2
ITA200220002142_CN2

ITA200220005356_CN1

w0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

IVR 0604 - Other devices intended to be used for a specific
disease

Class B
W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

IVR 0605 - Devices intended to be used for monitoring of levels of
medicinal products, substances or biological components

Class B

W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)
W0202 - HEMATOLOGY / HISTOLOGY / CYTOLOGY
INSTRUMENTS

IVR 0608 - Devices intended to be used for screening,
determination or monitoring of physiological markers

Description

Supplemented: Device(s)/group of
device(s) added

Supplemented: Device(s)/group of
device(s) added

Supplemented: Device(s)/group of
device(s) added

Supplemented: Device(s)/group of
device(s) added

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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 TÜV SÜD Product Service GmbH 
 Certification Body 
 Ridlerstraße 65 
 80339 Munich 
 Germany 
 
 TÜV SÜD America Inc. 
 401 Edgewater Place Suite #500 
 Wakefield, MA 01880 USA 
 
 TÜV SÜD PSB Pte Ltd 
 15 International Business Park 
 TÜV SÜD @ IBP 
 Singapore 609937 
 
 TUV SUD BABT 
 Octagon House 
 Concorde Way 
 Fareham 
 Hampshire 
 PO15 5RL 
 United Kingdom 
 
 TÜV SÜD Certification and Testing (China) Co. Ltd. 
 No. 10 Huaxia Rd.(m) 
 Xishan District 
 Wuxi 
 Jiangsu 
 P.R.China 
 
 TÜV SÜD SFDK 
 Av.General Valdomiro de Lima, 833 – Jabaquara 
 São Paulo – SP 
 04344-070 
 Brazil
	
This certificate has been digitally signed by TÜV SÜD Product Service GmbH on behalf of the certificate issuing certification body as named in the pdf document's footer.
 
The sole responsiblity for the content of the certificate is with the certificate issuing certification body.




