EU Certificate

Quality Management System
REGULATION (EU) 2017/746 on In Vitro Diagnostic Medical Devices,

. ®
Annex IX Chapter |, Section 2 and 3 and Chapter li TUVRheinland
Registration No.: HX 1036347-1
Manufacturer: Greiner Bio-One GmbH

Maybachstr. 2
72636 Frickenhausen

Germany
EUDAMED Single
Registration No.: DE-MF-000032396
Products: Products of class A, sterile:
DEVICES FOR SAMPLES TRANSPORT (non-generic laboratory products)
IVR 0803: Specimen receptacles referred to in point 2.5 (rule 5), under c), of Annex
VIl to Regulation (EU) 2017/746
W05020199 - SAMPLES TRANSPORT, CONTAINERS - OTHER
The scope of certification is limited to the aspects relating to establishing, securing
and maintaining sterile conditions.
Authorised
representative(s): N/A

The Notified Body hereby declares that the requirements of Annex IX, Chapter I, Section 2 and 3 of the
REGULATION (EU) 2017/746 have been met for the listed products. The above named manufacturer has
established and applies a quality management system, which is subject to periodic surveillance, defined by Annex
IX, Chapter |, Section 3 of the aforementioned regulation. If class B, C or D devices for self-testing or near-patient
testing are covered by this certificate an EU technical documentation assessment certificate according to Chapter
Il, Section 5.1 is required before placing them on the market. if companion diagnostics are covered by this
certificate an EU technical documentation assessment certificate according to Chapter I, Section 5.2 is required
before placing them on the market. If class D devices are covered by this certificate an EU technical
documentation assessment certificate according to Chapter I, Section 4.10 is required before placing them on

the market.

Report No.: 1123030-40
Effective date: 2023-08-28
Expiry date: 2028-08-27
Issue date: 2023-08-28

**** Benannt durch/Designated by

Zentralstelle der Lénder

e -._& * fiir Gesundheitsschutz

bei Arzneimitteln und
Medizinprodukten

** * ** BS-IVDR-09

) Rafat Byczkowski
TUV Rheinland LGA Products GmbH
Tillystrafde 2 - 90431 Nirnberg - Germany

~N www.zlo.de

TUV Rheinland LGA Products GmbH is a Notified Body according to REGULATION (EU) 2017/746 concerning
in vitro diagnostic medical devices with the identification number 0197.
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10/020h 04.08 ®  TUV, TUEV and TUV are registered trademars. Utilisation and application requires prior approval.
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