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	CYPRUS ORGANIZATION FOR THE PROMOTION OF QUALITY

	
	CYPRUS ACCREDITATION BODY



Accreditation Criteria according to ISO 15189
	A/a
	Title

	M*
	Source

	1
	ISO 15189:2012 
ISO 15189:2022 (see note for transition period)
Medical Laboratories – Requirements for quality and competence
	M
	www.cys.org.cy

	2
	R 01
CYS-CYSAB’s Regulation for Accreditation 
	M
	www.cys.meci.gov.cy

	3
	Ν. 132/1988 

The Law on the registration and Operation of Clinical Laboratories
	M
	www.cyprusassociation.org

	4
	746/2017/EC 

In Vitro Diagnostics Medical Devices Directive
	M
	www.eur-lex.europa.eu

	5
	Ν. 187/2007 (applicable only for Genetics and IVF laboratories)
Ο περί Προτύπων Ποιότητας και Ασφάλειας (Δωρεά, Προμήθεια, Έλεγχος, Επεξεργασία, Συντήρηση, Αποθήκευση και Διανομή) Ανθρώπινων Ιστών, Κυττάρων και Παράγωγων Προϊόντων Νόμος
	M
	www.cylaw.org

	6
	N. 69/2015 (applicable only for IVF laboratories)
The Law on Medical Assisted reproduction  
	M
	www.cylaw.org

	7
	ΙD 02 

Instruction document for the traceability of measurements and calibration of equipment 
	M
	www.cys.meci.gov.cy

	8
	ΙD 08

Instruction document for the accreditation of clinical laboratories according to ISO 15189:2012
	M
	www.cys.meci.gov.cy

	9
	ΕΣΥΔ ΚΟ-ΚΛΙΝΕΡΓ ‘01/02/30-01-2014’
Accreditation of Clinical Laboratories according to ISO 15189:2012
	M
	www.esyd.gr

	10
	OP 08

Proficiency Testing
	M
	www.cys.meci.gov.cy

	11
	OP 15 (applicable for flexible scope)

Flexible Scope
	M
	www.cys.meci.gov.cy

	12
	EA 2/15 M: 2019

EA Requirements for the Accreditation of Flexible Scopes
	M
	www.european-accreditation.org

	13
	EA 4/17 M: 2022
EA position paper on the expression description of scopes of accreditation of medical laboratories
	M
	www.european-accreditation.org

	14
	ILAC P9:06/2014  

ILAC Policy for Participation in Proficiency Testing Activities
	M
	www.ilac.org

	15
	ILAC P10:07/2020 

ILAC Policy on the Traceability of Measurement Results
	M
	www.ilac.org


Note: As well as the above-mentioned criteria, applicant and accredited organisations should be aware of international publications relevant to their area of accreditation, available from the EA and ILAC websites.
	A/a
	Title

	G, Inf*
	Source

	1
	WHO/DIL/LAB/99.1 :2022
Use of anticoagulants in diagnostic laboratory investigations- WHO
	G
	www.who.int

	2
	ΕΑ 4/20 G: 05/2021 (for POCT)
Guidance for the Assessment of Laboratories against EN ISO 15189 and EN ISO 22870 Point-of-Care Testing (POCT)
	G
	www.european-accreditation.org

	3
	ILAC G26: 11/2018
Guidance for the Implementation of a Medical Laboratory Accreditation System
	G
	www.ilac.org

	4
	EA 4/18 G: 11/2021
Guidance on the level and frequency of proficiency testing participation
	INF 
	www.european-accreditation.org

	5
	EA-4/21 INF : 2018
Guidelines for the assessment of the appropriateness of small interlaboratory comparisons within the process of laboratory accreditation
	INF
	www.european-accreditation.org


*

M = Mandatory 

G = Guidance

Inf = Informative
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