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	 Annex G1/1 to the Certificate No. 1350
SCOPE of ACCREDITATION
  of the

Private diagnostic clinical laboratory  «MEDICAL LABS LAINIS»


	Tested materials/ products
	Types of test/ Properties to be  measured
	Applied Standards/ Techniques to be used

	Cytopathology Tests

	Conventional cervico-vaginal smears 

	Morphologic test - Detection and typing of pathologic lesions 
	Qualitative - semiquantitative method

1. Papanicolaou Stain 

2. Microscopic evaluation

3. Reporting according to the BETHESDA 2014 System 

Ο.510-3/1/1-9-2019,

Ο.510-4/1/1-9-2019

	Cervico-vaginal smears, obtained by liquid based technique

	Morphologic test - Detection and typing of pathologic lesions
	Qualitative - semiquantitative method

1. Papanicolaou Stain 

2. Liquid based cytology processor (THIN PREP CYTYC 2000)*

3. Microscopic evaluation

4. Reporting according to the BETHESDA 2014 system

Ο.510-3/1/1-9-2019,

Ο.510-4/1/1-9-2019

	Molecular Tests

	Cell suspensions
	Human Papillomavirus (HPV) detection and genotyping  [49 types: 6, 11, 16, 18, 26, 31, 33, 34, 35, 39, 40, 42, 43, 44, 45, 51, 52, 53, 54, 56, 58, 59, 61, 62, 64, 66, 67, 68, 69, 70, 71, 72, 73, 74, 81, 82, 83, 84, 85, 86, 87, 89, 97, 101, 102, 103, 106, 150, 151] 
	CLART HPV kit (CE-IVD)*: Genomica: Polymerase Chain Reaction (PCR) using T100 thermal cycler Biorad και Eppendorf Mastercycler personal and DNA microarrays analysis on the Clinical Array Reader (Genomica)
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* Commercial names mentioned are reffering to specific analytical method and laboratory work protocol. 
Site of assessment: Laboratory permanent premises: 12 Gallias Str., Volos, 38221, Greece
Approved signatories: Α. Lainis, P. Nikolaou, D. Vasilakos.
The Accreditation Certificate No.1350 to ELOT EN ISO/IEC 15189:2012, is valid until 09.05.2028.
Athens, 3rd May 2023

                                                                                                        Christos Nestoras

                                                                                                                            CEO  of ESYD
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