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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 D Devices, Class C and B Devices for self-/near-patient testing,
Class C Devices Companion Diagnostics)

No. V10 118577 0002 Rev. 03

Manufacturer: Bio-Rad Medical Diagnostics GmbH
Industriestralie 1
63303 Dreieich
GERMANY

SRN Manufacturer - DE-MF-000019864

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 Ill of this regulation with a positive result. The certified quality
management system is subject to periodical surveillance by TUV SUD Product Service GmbH. In
order to place the devices on the market with CE-marking, an EU Technical Documentation
Assessment Certificate pursuant to the applicable Section(s) of Annex IX Chapter Il is necessary in
addition to this EU Quality Management System Certificate.

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:V10 118577 0002 Rev. 03

Report No.: 713336068 _CN
Preceding Certificate No.: V10 118577 0002 Rev. 02
Valid from: 2024-10-01

Valid until: 2027-03-08

Date of Initial Issuance: 2023-07-12

M-

Marta Carnielli
Issue date: 2024-09-24 Head of Certification IVD
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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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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 D Devices, Class C and B Devices for self-/near-patient testing,

Class C Devices Companion Diagnostics)

No. V10 118577 0002 Rev. 03

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
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 2023-07-12
01 2023-12-22
02 2024-03-19

03 2024-10-01

Page 2 of 2

Report
713277223
713302946-01
713319259-01

713336068_CN

Class D
W010303 - IMMUNOHAEMATOLOGY (BLOOD GROUPING)

IVR 0101 - Devices intended to determine markers of the ABO
system [A (ABO1), B (ABO2), AB (ABO3)]

Class D
W010303 - IMMUNOHAEMATOLOGY (BLOOD GROUPING)

IVR 0102 - Devices intended to determine markers of the Rhesus

system [RH1 (D), RHW1, RH2 (C), RH3 (E), RH4 (c), RH5 (e)]

Class D
W010303 - IMMUNOHAEMATOLOGY (BLOOD GROUPING)

IVR 0103 - Devices intended to determine markers of the Kell
system [Kel1 (K)]

Class D
W010303 - IMMUNOHAEMATOLOGY (BLOOD GROUPING)

IVR 0104 - Devices intended to determine markers of the Kidd
system [JK1 (Jka), JK2 (Jkb)]

Class D
W010303 - IMMUNOHAEMATOLOGY (BLOOD GROUPING)

IVR 0105 - Devices intended to determine markers of the Duffy
system [FY1 (Fya), FY2 (Fyb)]

-none-

Description

Initial issuance

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.




