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	Annex G1/2 to the Certificate No. 1375
SCOPE of ACCREDITATION

for the

Clinical Laboratory
NEXTGEN-LAB


	Tested materials/ products
	Types of test/ Properties to be measured


	Applied Standards/ Techniques to be used

	Molecular Genetics

	1. Peripheral Blood
	Mutation analysis in genes BRCA1,2
	METHODS: Next generation sequencing (NGS) and Multiplex Ligation-dependent Probe Amplification (MLPA)

METHODOLOGY: Manufacture instructions DEVYSER BRCA NGS, CE IVD with next generation sequencing (NGS) in MiSeq platform Illumina and manufacture instructions kit MLPA kit SALSA MLPA Probemix P002 BRCA1 and SALSA MLPA Probemix P045 BRCA2/CHEK2 of MRC Holland in genetic analyzer SeqStudio. 
Lab Protocols

Ο.520-3, version 1, 30/4/2023

Ο.520-4, version 1, 30/4/2023
Ο.520-5, version 1, 1/9/2024

Ο.520-6, version 1, 1/9/2024


Site of assessment: Laboratory permanent premises: Sachtouri 21, 18536, Pireaus, Greece.
Primary sample collection site (blood): Sachtouri 21, 18536, Pireaus, Greece

Approved signatories: Ch. Argyri, V. Gota
This Scope of Accreditation replaces the previous one dated 19.12.2023.

The Accreditation Certificate No.1375, to ELOT EN ISO 15189:2022, is valid until 18.12.2028. 

              Athens, 13.12.2024      

                          Konstantinos Kourtalis                                                                                                                                                                                                                       


                          Chairman of ESYD
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