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1S0 1SO 15189
Japan Accreditation Board; JAB

1SO 15189
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1S0

15189
1SO 15189
2017 3 1SO 15189 116
48 33 31 1 3 1
1988
Clinical Laboratory Improvement Amendments; CLIA
CLIA 2003
U.S. Department of Health and Human Services;
HHS Centers for Medicare & Medicaid Services CMS
Food and Drug
Administration; FDA Centers for Disease Control
and Prevention; CDC Clinical Laboratory Improvement Advisory
Committee (CLIAC) HHS
Proficiency Test; PT CMS

American Association of
Blood Banks; AABB
CLIA 14 221

CLIA certificate
waived

non-waived FDA



moderate complexity:
high complexity: Laboratory
Developed Tests (LDT)
FDA 7

CLIA
American Society for Clinical Pathology; ASCP

laboratory director technical supervisor
clinical consultant general supervisor
PT CLIA
mandatory CMS
CMS inspector inspection CMS
1SO
15189 voluntary 13

American Association for Laboratory Accreditation; A2LA

Department of Health
Clinical Pathology Accreditation UK Ltd CPA 2013
1SO 15189 UK Accreditation Service, UKAS
UK Genetic Testing Network (UKGTN)
UK Accreditation Service UKAS 1S0

15189 Clinical Pathology Accreditation (UK) Ltd
CPA UKAS
UKGTN UKAS 1S0 15189

mandatory  UKAS

877



Healthcare Law (law HPST) HPST 2009

7 21 La loi Hopital, patients, santé, territoires

)
Agence régional de la santé; ARS
Agence de la
biomédecine ARS
1SO 15189 Comité francais d
accréditation COFRAC

1S0 15189
ARS 5 R1131-14
ARS
R1131-18
HPST 1S0 15189
HPST mandatory COFRAC
1S0 15189
2020

890

The Act on Medical Devices
Federal Ministry of Health (BGM) German Medical Association
Guideline of the German Medical Association on Quality Assurance in
Medical Laboratory Examinations Rili-BAK

Rili-BAK
mandatory
Rili-BAK
1SO 15189 Deutsche Akkreditierungsstelle GmbH (DAKKS)
1SO 15189
1SO 15189 433



1SO 15189

1S0 15189

mandatory

International Laboratory Accreditation Cooperation; ILAC
Mutual Recognition Arrangement; MRA

1SO 15189 2
15015189 890 877 752
657 433 427 287
261 260 254 223 153
13 116
D.
4
mandatory
1SO 15189 1SO 15189
4 1SO
15189 mandatory 877 890
1SO 15189 433
1S0 15189
13 CLIA
CLIA
1S0 1995 1S0/TC212
Clinical laboratory testing and in vitro diagnostic test systems
WGl

Quality and competence in the clinical laboratory
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116

1SO 15189 2003 2
1SO 15189 15
2005
JAB
2013
1SO 15189 2015
1SO 15189
1SO 15189 2016
1S0 15189
40
1S0 15189
1 48
33 31 3
15015189
CLIA

1SO 15189
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