EU Certificate

Technical Documentation Assessment
REGULATION (EU) 2017/746 on In Vitro Diagnostic Medical Devices
Annex IX Chapter Il

Registration No.: IX 1782924-2
Manufacturer: QIAGEN GmbH
Qiagen Str. 1
40724 Hilden
Germany
EUDAMED Single DE-MF-000004949
Registration No.:
Classification: Products of class C, companion diagnostics

General product group name: GENETIC TESTING

IVR 0302 Other devices intended to be used for markers of
cancer and non-malignant tumours

W01060299 ACQUIRED GENETIC OR CHROMOSOMAL
ALTERATIONS - OTHER

Product name: ipsogen® IDH1 RGQ PCR Kit
Models and types: REF 675223
Basic UDI-DI: 4053228RIDH100000000001BZ

The Notified Body hereby declares that the requirements of Annex IX, Chapter Il, Section 4 and 5.1 / 5.2 of the
REGULATION (EU) 2017/746 have been met for the listed products. The above named manufacturer has established
and maintains a technical documentation defined by Annex IX, Chapter I, Section 4 and 5.1 / 5.2 of the aforementioned
regulation. In addition to this certificate an EU quality management system certificate and for class D devices a batch
verification is required before placing the listed products on the market.

Report No.: 1196502-20
Effective date: 2026-03-17
Expiry date: 2031-03-16 U W
Issue date: 2026-03-17 -
Dr. Volker Schlueter
— . o TUV Rheinland LGA Products GmbH
This certificate can be validated on https://www.certipedia.com TillystraBe 2 . 90431 Nurn berg - Germany

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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Registration No.:

Intended use: The ipsogen IDH1 RGQ PCR Kit is a qualitative real-time PCR
assay for the detection of single nucleotide variants (SNVs)
coding five IDH1 mutations (R132C, R132H, R132G, R132S,
and R132L), using genomic DNA extracted from fresh or
frozen human whole blood or bone marrow aspirate
specimens collected in K2-EDTA tubes from patients with
acute myeloid leukaemia (AML).

The test is intended to be used as a companion diagnostic
device to aid clinicians in identifying AML patients who may be
eligible for treatment with TIBSOVO (ivosidenib) based on the
detection of an IDH1 mutation. TIBSOVO may be administered
in combination with azacitidine, in accordance with its
approved indications. The test is not intended to guide
treatment decisions for azacitidine.

Fresh or frozen human whole blood or bone marrow aspirate
specimens, collected in K2-EDTA tubes, are processed
manually using the QlAamp DSP DNA Blood Mini Kit.

The QIAGEN Rotor-Gene Q MDx 5plex HRM instrument is
used for automated amplification and detection.

The ipsogen IDH1 RGQ PCR Kit is not an automated device;
however, the analysis is assisted by a dedicated software.
The ipsogen IDH1 RGQ PCR Kit is to be used by trained
personnel in a professional laboratory environment.

The ipsogen IDH1 RGQ PCR Kit is intended for in vitro
diagnostic use.

Authorized representative(s): N/A
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