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	Annex G1/12 to the Certificate No.569-6
SCOPE of ACCREDITATION 

of the

Clinical Laboratory

of
BIOGENEA PHARMACEUTICALS  Ltd.


	Materials/Products tested
	Types of test/Properties measured
	Applied methods/Techniques used

	

	
	

	1. Umbilical cord blood
	1. Determination of  viable CD45+dim / CD34+ stem cells
	Flow cytometry method with the CE-IVD Stem Kit (Beckman-Coulter) in the  FC500 Beckman Coulter cytometer*

	
	2. Determination of haematological parameters (RBC, HGB, HCT, MCV, MCH, MCHC, WBC, PLT)
	Automated haematological analyser ACT 5 diff Beckman Coulter* 

	

	
	

	1. Umbilical cord blood serum
	1. Test for bacterial infection (aerobic / anaerobic)
	Automated closed colorimetric system Bact/ALERT 3D BioMerieux*


*Reference to the commercial name of a specific analyzer,  refers to a specific analytical method and protocol

Site of assessment:  Permanent laboratory premises, 26th October 43, 54627, Thessaloniki, Greece.
Approved signatories: N. Gregoriadis, I. Gregoriadis
This scope of Accreditation replaces the previous one dated 19.05.2021  

The Accreditation Certificate No. 569-6, to ELOT EN ISO 15189:2012, is valid until 23.06.2025.
Athens, February 14, 2022


                       Christos Nestoras
                                                                                                                                            CEO of ESYD
Haematology Testing





Microbiological Testing
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