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EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and
(Class lla and Class llb Devices)

No. G10 037258 0014 Rev. 06

Manufacturer: Fresenius Kabi AG
Else-Kroner-Str. 1
61352 Bad Homburg
GERMANY

SRN Manufacturer - DE-MF-000009273

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 (9) of the Regulation (EU) 2017/745 on medical devices. Details on device categories covered
by the quality management system are described on the following page(s). The Report referenced
below summarises the result of the assessment and includes reference to relevant CS, harmonized
standards 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 shall also include 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:G10 037258 0014 Rev. 06

Report No.: 713315316
Preceding Certificate No.: G10 037258 0014 Rev. 05
Valid from: 2026-06-22
Valid until: 2026-10-17
Date of Initial Issuance: 2021-10-18
c'@’b
Christoph Dicks
Issue date: 2026-06-22 Head of Certification/Notified Body
Page 1 0of 3

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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EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and
(Class lla and Class llb Devices)

No. G10 037258 0014 Rev. 06

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:
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Device Group:

Intended Purpose:
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Device Group:

Intended Purpose:
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Device Group:

Intended Purpose:
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Intended Purpose:

Classification:
Device Group:

Intended Purpose:
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Class lIb
B020101 - BED-SIDE LEUKOREDUCTION FILTERS

Filters are medical devices intended for leukocyte reduction of
blood components for transfusion.

Class b
Z121704 - APHERESIS EQUIPMENT

Apheresis Devices intended for the collection of blood
components.

Apheresis Devices intended for the collection of blood components
and/or therapeutic apheresis.

Class b
B020102 - LABORATORY LEUKOREDUCTION FILTERS

Filters are medical devices intended for leukocyte reduction of
blood components for transfusion.

Class lla

Z121780 - BLOOD TRANSFUSION INSTRUMENTS -
HARDWARE ACCESSORIES

-/-

Class lIb

B0401 - INTRA- AND POSTOPERATIVE BLOOD COLLECTION,
WASHING AND REINFUSION DEVICES AND KITS

Processing of autologous shed blood collected intra-operatively
and postoperatively to obtain washed packed red blood cells for
reinfusion or for peri-operative separation of blood into Packed
Red Cells, Plasma and Platelet Rich Plasma.

Class lIb
B030204 - EXTRACORPOREAL PHOTOCHEMOTHERAPY OR
PHOTOPHERESIS DEVICES AND KITS

Apheresis devices intended for the administration of
Extracorporeal Photopheresis (ECP).

Class llb

B030202 - CYTAPHERESIS DEVICES AND KITS

Apheresis Devices intended for the collection of blood
components.

Apheresis devices intended for the collection of blood components
and/or therapeutic apheresis

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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(Class lla and Class llb Devices)

No. G10 037258 0014 Rev. 06
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Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Class llb
B030201 - PLASMAPHERESIS DEVICES AND KITS
Apheresis devices intended for the collection of blood components.

Class b
B010299 - BLOOD TRANSFER BAGS AND KITS - OTHER

Blood Transfer Bags are for the processing, filtration and/or
storage of whole blood or blood components

Class lIb

B010102 - HOMOLOGOUS DONOR BLOOD COLLECTION
BAGS AND KITS

Compoflex empty blood donation systems are intended for the

collection, processing and/or storage of whole blood or blood
components.
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The validity of this certificate = none
depends on conditions and/or
is limited to the following:
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Revision History:

Rev. Dated Report

00 2021-10-18 713198383

01 2022-03-10 713215445

02 2022-10-25 713235232

03 2022-11-18 713235235 -

04 2023-06-21 713207465/713211642  Supplemented: Device(s)/group of
device(s) added

05 2024-09-26 713235231/713310265 Supplemented: Device(s)/group of
device(s) added

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

Description

06 2026-06-22 713315316
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 TÜV SÜD Product Service GmbH, Ridlerstraße 65, 80339 Munich, Germany 
 
TÜV SÜD PSB Pte Ltd, 15 International Business Park, TÜV SÜD @ IBP, Singapore 609937 
 
 TÜV SÜD America, Inc., 401 Edgewater Place Suite #500, Wakefield, MA 01880, USA 
 
 TÜV SÜD Certification and Testing (China) Co., Ltd. Floor 1-4, Building B, No.37, Tuanjie Road(Middle), Xishan Economic and Technological Development Zone, Wuxi, Jiangsu, P.R. China 
 
 TÜV SÜD Danmark ApS, Strandvejen 125, 2900 Hellerup, Denmark 
 
 TUV SUD BABT Unlimited, Octagon House, Concorde Way, Segensworth North, Fareham, Hampshire, PO15 5RL, UK 
 
 TÜV SÜD (Malaysia) Sdn Bhd, No. 18, Jalan Astaka U8/82, Bukit Jelutong, 40150 Shah Alam, Selangor, Malaysia 
 
 TÜV SÜD SFDK, Av. General Valdomiro de Lima, 833, Jabaquara, São Paulo, SP, 04344-070, Brazil 
 
 TÜV SÜD Rail GmbH, Barthstraße 16, 80339 Munich, Germany 
 
 TÜV SÜD Auto Service GmbH, Daimlerstraße 11, 85748 Garching at Munich, Germany 
 
 TÜV SÜD Hong Kong Limited, 19/F Yuen Long Trading Centre, 33 Wang Yip Street West, Yuen Long, New Territories, Hong Kong
	
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.




