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Titel: Anhang zur Konformitätserklärung nach Art. 5 (5) der IVDR - 

Verzeichnis der Produkte aus Eigenherstellung

Produktbezeichnung Produktcode Zweckbestimmung Risikoklasse

ABL1 KDM ABL1 KDM-Seq-1 Sequenzierung C

ASXL1 ASXL1 -NGS-MRD-1 NGS-MRD C

BCL2 BCL2-NGS qualitativ-1 NGS qualitativ C

BCOR BCOR -NGS-MRD-1 NGS-MRD C

BCORL1 BCORL1-NGS-MRD-1 NGS-MRD C

BRAF BRAF -NGS-MRD-1 NGS-MRD C

BRAF BRAF-NGS qualitativ-1 NGS qualitativ C

BTK BTK-NGS qualitativ-1 NGS qualitativ C

CALR CALR-NGS-MRD-1 NGS-MRD C

CALR CALR-FA qualitativ-1 Fragmentanalyse qualitativ C

CBFB::MYH11 CBFB::MYH11-qPCR-1 qPCR C

CBL CBL -NGS-MRD-1 NGS-MRD C

CEBPA CEBPA -NGS-MRD-1 NGS-MRD C

CEBPA CEBPA -FA qualitativ-1 Fragmentanalyse qualitativ C

Chimärismusanalyse Chim-qPCR-1 qPCR C

CSF3R CSF3R -NGS-MRD-1 NGS-MRD C

CXCR4 CXCR4 -NGS-MRD-1 NGS-MRD C

CXCR4 CXCR4-NGS qualitativ-1 NGS qualitativ C

DDX41 DDX41 -NGS-MRD-1 NGS-MRD C

DEK::NUP214 DEK::NUP214-qPCR-1 qPCR C

DNMT3A DNMT3A -NGS-MRD-1 NGS-MRD C

DPYD DPYD-ddPCR-1 ddPCR C

EGFR EGFR-NGS qualitativ-1 NGS qualitativ C

ETNK1 ETNK1 -NGS-MRD-1 NGS-MRD C

ETV6 ETV6 -NGS-MRD-1 NGS-MRD C

ETV6::MECOM E2M2 ETV6::MECOM E2M2-qPCR-1 qPCR C

EZH2 EZH2 -NGS-MRD-1 NGS-MRD C

FIP1L1-PDGFRA FIP1L1-PDGFRA-Gel-1 Gelelektrophorese C

FLT3 FLT3-NGS-MRD-1 NGS-MRD C

FLT3-ITD FLT3-ITD-FA quantitativ-1 Fragmentanalyse quantitativ C

FLT3-ITD FLT3-ITD-NGS-MRD-1 NGS-MRD C

FLT3-TKD FLT3-TKD-FA qualitativ-1 Fragmentanalyse qualitativ C

GATA2 GATA2 -NGS-MRD-1 NGS-MRD C

HFE HFE-ddPCR-1 ddPCR C

HHC-Panel HHC-Panel-NGS-Panel-1 NGS-Panel C

IDH1 IDH1 -NGS-MRD-1 NGS-MRD C

IDH1 IDH1 -ddPCR-1 ddPCR C

IDH2 IDH2 -NGS-MRD-1 NGS-MRD C

IDH2 IDH2 -ddPCR-1 ddPCR C

IGHV IGHV-Seq-1 Sequenzierung C

IKZF1 IKZF1 -NGS-MRD-1 NGS-MRD C

JAK2 JAK2-NGS-MRD-1 NGS-MRD C

JAK2 JAK2-NGS qualitativ-1 NGS qualitativ C

KIT KIT-NGS qualitativ-1 NGS qualitativ C

KIT KIT -NGS-MRD-1 NGS-MRD C

KMT2A::ELL KMT2A::ELL-qPCR-1 qPCR C

KMT2A::MLLT1 KMT2A::MLLT1-qPCR-1 qPCR C

KMT2A::MLLT10 KMT2A::MLLT10-qPCR-1 qPCR C

KMT2A::MLLT3 KMT2A::MLLT3-qPCR-1 qPCR C
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KMT2A::MLLT4 KMT2A::MLLT4 -qPCR-1 qPCR C

KMT2A::MLLT6 K7M13 KMT2A::MLLT6 K7M13-qPCR-1qPCR C

KMT2A::PTD KMT2A::PTD-qPCR-1 qPCR C

KMT2A::SEPT6-K9S2 KMT2A::SEPT6-K9S2-qPCR-1 qPCR C

KMT2A::SEPT9-K7S2.1 KMT2A::SEPT9-K7S2.1-qPCR-1qPCR C

KRAS KRAS -NGS-MRD-1 NGS-MRD C

Major BCR::ABL1 Major BCR::ABL1-qPCR-1 qPCR C

Major BCR::ABL1 MBCR::ABL1-Gel-1 Gelelektrophorese C

minor BCR::ABL1 minor BCR::ABL1-qPCR-1 qPCR C

minor BCR::ABL1 mBCR::ABL1-Gel-1 Gelelektrophorese C

MYC MYC -NGS-MRD-1 NGS-MRD C

MYD88 MYD88-NGS-MRD-1 NGS-MRD C

MYD88 MYD88-NGS qualitativ-1 NGS qualitativ C

NPM1 Mut A NPM1 A-qPCR-1 qPCR C

NPM1 Mut B NPM1 B-qPCR-1 qPCR C

NPM1 Mut D NPM1 C-qPCR-1 qPCR C

NPM1 spez. NPM1 spez-qPCR-1 qPCR C

NPM1 NPM1-FA qualitativ-1 Fragmentanalyse qualitativ C

NPM1 NPM1 -NGS-MRD-1 NGS-MRD C

NRAS NRAS -NGS-MRD-1 NGS-MRD C

NUP98::NSD1 NUP98::NSD1-qPCR-1 qPCR C

Oncomine-Panel OMP-NGS-Panel-1 NGS-Panel C

Panelsequenzierung Myeloid Panel-NGS-Panel-1 NGS-Panel C

PICALM::MLLT10 PICALM::MLLT10-qPCR-1 qPCR C

PLCG1 PLCG1-NGS-MRD-1 NGS-MRD C

PLCG2 PLCG2-NGS qualitativ-1 NGS qualitativ C

PML::RARA PML::RARA-qPCR-1 qPCR C

PTPN11 PTPN11 -NGS-MRD-1 NGS-MRD C

RELA::PDGFRB RELA::PDGFRB-qPCR-1 qPCR C

RUNX1 RUNX1 -NGS-MRD-1 NGS-MRD C

RUNX1::RUNX1T1 RUNX1::RUNX1T1-qPCR-1 qPCR C

SETBP1 SETBP1 -NGS-MRD-1 NGS-MRD C

SF3B1 SF3B1 -NGS-MRD-1 NGS-MRD C

SF3B1 SF3B1-NGS qualitativ-1 NGS qualitativ C

SRFS2 SRFS2 -NGS-MRD-1 NGS-MRD C

TET2 TET2 -NGS-MRD-1 NGS-MRD C

TP53 TP53 -NGS-MRD-1 NGS-MRD C

U2AF1 U2AF1 -NGS-MRD-1 NGS-MRD C

UBA1 UBA1-NGS-MRD-1 NGS-MRD C

UBA1 UBA1-NGS qualitativ-1 NGS qualitativ C

UGT1A1 UGT1A1-FA qualitativ-1 Fragmentanalyse qualitativ C


