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ИмϽІ дϝтϝ͟ дϜнзК дϜϽзϷЂ 
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VйуϲϝϧϧТϜ 
ϥвыЂ ЙϮϽв иϝͺЇтϝвϾϐ Эͭ иϼϜϸϜ ϸϽͮтмϼ 

-̸  ϸϼϜϹжϝϧЂϜ етмϹϦ)ϥвыЂ ЙϮϽв иϝͺЇтϝвϾϐ Эͭ иϼϜϸϜ ϤϝвϜϿЮϜ( 

-̹ СЊ йϠ ϸϼϜϹжϝϧЂϜ йϚϜϼϜ 
-̺ ϸϼϜϹжϝϧЂϜ ͻϼϜϹлͺж м ϼϜϽЧϧЂϜ ͼͺжнͺͧ ЬϽϧзͭ 
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V 
-̸  ͼϲϜϽВ 
-̹  ϹзϧЃв 
-̺  ͻϼϝϮ 
-͈  
-͉ ϸнϡлϠ 
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ͼͮжм ϸϜϸϽлв Ͻϧͭϸ 
 

 ϥуУуͭ ϥтϽтϹв ͻϝк бϧЃуЂ Ͽугв м ЀϼϹв ̪ ϼмϝЇв 
  ͼжϝвϼϸ ϿͭϜϽв ϼϸ  
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ϥуУуͭ ͼϠ ϥуУуͭ ЙУзтϺ 

ЉЦϝж ЅтϝвϾϐ ͻ йϯуϧж Эвϝͭ ЅтϝвϾϐ ͻ йϯуϧж 
ͬІϿ͟  йзвϜϸ дмϹϠ ЅтϝвϾϐ ͻ йϯуϧж

ЙϮϽв 

 йзвϜϸ ϝϠ ЅтϝвϾϐ ͻ йϯуϧж

ЙϮϽв 

 ϝϠ ЅтϝвϾϐ ͻ йϯуϧж ϥТϝтϼϸ

Ͻу϶ϝϦ 

ϥТϝтϼϸ  йϠ ЅтϝвϾϐ ͻ йϯуϧж

ЙЦнв 
ϼϝгуϠ 

 ЭзЂϽ͟ ϟЂϝзвϝж ϸϼн϶ϽϠ

иϝͺЇтϝвϾϐ 

 ЭзЂϽ͟ ϟЂϝзв ϸϼн϶ϽϠ

иϝͺЇтϝвϾϐ 

 м ФнЧϲ ЙЦнв йϠ ϥТϝтϼϸ аϹК

ϝтϜϿв 

ϥТϝтϼϸ  м ФнЧϲ ЙЦнв йϠ

ϝтϜϿв ЭзЂϽ͟ 

аϹК ЭзЂϽ͟ йгуϠ ЅІн͟ йгуϠ 

 ϤϝвϜϿЮϜ ϾϜ ͼЏЛϠ ϽϠ ФϝϡГжϜ аϹК

 ЙϮϽв иϝͺЇтϝвϾϐ Эͭ иϼϜϸϜ

ϥвыЂ 

 Эͭ иϼϜϸϜ ϤϝвϜϿЮϜ ϽϠ ФϝϡГжϜ

ϥвыЂ ЙϮϽв иϝͺЇтϝвϾϐ 

 иϝͺЇтϝвϾϐ Эͭ иϼϜϸϜ

ϥвыЂ ЙϮϽв 

....................... ....................... ........... 
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дϝвϾϝЂ рϝк ϥуЮϝЛТ 

 рϜϹЊ

рϽϧЇв 

ϥвϹ϶ 

ϹтϹϮ 

Little Q 

Big  Q 

 йϚϜϼϜ м ϹуЮнϦϥвϹ϶ 

ϹзтϐϽТ сϲϜϽВ 

ϥуУуЪ ϥтϽтϹв бϧЃуЂ 

 сϲϜϽВϥвϹ϶ 

йуЮмϜ ϰϽВ ϞϝϷϧжϜ 

Q & Q 
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VϥвϹ϶ дϝ͵Ϲзкϸ йϚϜϼϜ ИнзϦ м ϸϜϹЛϦ ЅтϜϿТϜ 
VϥвϹ϶ дϝ͵ϹжϽу͵ ͼкϝ͵ϐ м ЅжϜϸ ЅтϜϿТϜ 
VϽϦ йжϜϽу͵ ϥϷЂ ϤϜϼϽЧв м еужϜнЦ ЙЎм 
VϥвϹ϶ йϚϜϼϜ ͻϝк ϸϼϜϹжϝϧЂϜ ϱГЂ ̭ϝЧϦϼϜ 
VϤϝКыВϜ йЮϸϝϡв м ϤϝВϝϡϦϼϜ ϥКϽЂ ЅтϜϿТϜ 
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етϽуІ ͼЯКϽϧͭϸ 
 

 ϥЃтϾ ̪ ͼϧтϽтϹв ͻϝк бϧЃуЂ ϿугвϽЂ м ϼмϝЇв м ЀϼϹв

ͼжϝвϼϸ ϿͭϜϽв ϼϸ дϝзͭϼϝͭ ͼзгтϜ м ͼГуϳв 
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ISO (International Organization for Standardization) is the world's largest developer and 
publisher of International Standards. 

ISO is a network of the national standards institutes of 161 countries, one member per 
country, with a Central Secretariat in Geneva, Switzerland, that coordinates the system.  

ISO is a non-governmental organization that forms a bridge between the public and 
private sectors. On the one hand, many of its member institutes are part of the 
governmental structure of their countries, or are mandated by their government. On the 
other hand, other members have their roots uniquely in the private sector, having been set 
up by national partnerships of industry associations. 

Therefore, ISO enables a consensus to be reached on solutions that meet both the 
requirements of business and the broader needs of society 
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Because "International Organization for Standardization" would have different acronyms 
in different languages ("IOS" in English, "OIN" in French for Organisation 
internationale de normalisation), its founders decided to give it also a short, all-purpose 
name. They chose "ISO", derived from the Greek isos, meaning "equal". Whatever the 
country, whatever the language, the short form of the organization's name is always ISO. 

Standards make an enormous and positive contribution to most aspects of our lives. 
When standards are absent, we soon notice.  

ISO standards provide technological, economic and societal benefits. 

ISO standards are voluntary.  
ISO itself does not regulate or legislate. 
ISO only develops standards for which there is a market requirement.  
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ISO standards are based on international consensus among the experts in the field.  

ISO standards are useful everywhere in the world. 

ISO has more than 18,000 International Standards and other types of normative 
documents in its current portfolio. ISO's work programme ranges from standards for 
traditional activities, such as agriculture and construction, through mechanical 
engineering, manufacturing and distribution, to transport, medical devices, information 
and communication technologies, and to standards for good management practice and for 
services. 
In 1946, delegates from 25 countries met in London and decided to create a new 
international organization, of which the object would be ". The new organi"to facilitate 
the international coordination and unification of industrial standardszation, ISO, 
officially began operations on 23 February 1947, in Geneva, Switzerland. 
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ISO launches the development of new standards in response to the sectors that express a 
clearly established need for them.  

At the end of 2006, there were 3 041 technical bodies in the ISO system, including 193 
ISO technical committees. 

The focus of the technical committees is specialized and specific. In addition, ISO has 
three general policy development committees that provide strategic guidance for the 
standards' development work on cross-sector aspects.  

üCASCO (conformity assessment) 
üCOPOLCO (consumer policy), and 
üDEVCO (developing country matters) 
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ISO standards are developed by experts from the sectors which have asked for them. 

Draft International Standard (DIS) 

Final Draft International Standard (FDIS).  

International Standard 
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TC 212: Clinical laboratory testing and in vitro diagnostic test systems 

Clinical and Laboratory Standards Institute 
940 West Valley Road, Suite 1400 
US-Wayne, PA 19087-1898  
Tel: +1 610 688 01 00 
Fax: +1 610 688 07 00 
Web: www.nccls.org 

Secretary: Mr. David Sterry  
Chairperson: Dr. Donald M. Powers (USA) 
until end 2012  
Creation date: 1994  
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Standardization and guidance in the field of laboratory medicine and in vitro diagnostic 
test systems. This includes, for example, quality management, pre- and post-analytical 
procedures, analytical performance, laboratory safety, reference systems and quality 
assurance. 
Excluded:  
generic quality management standards dealt with by ISO / TC 176;  
quality management standards for medical devices dealt with by ISO / TC 210;  
reference materials guidelines dealt with by the ISO Committee on Reference Materials 
(REMCO);  
conformity assessment guidelines dealt with by the ISO Committee on Conformity 
assessment (CASCO). 

TC 212: Clinical laboratory testing and in vitro diagnostic test systems 
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Subcommittee/Working Group Title 

TC 212/WG 1 Quality and competence in the medical laboratory 

TC 212/WG 2 Reference systems 

TC 212/WG 3 In vitro diagnostic products 

TC 212/WG 4 Antimicrobial susceptibility testing 

TC 212: Clinical laboratory testing and in vitro diagnostic test systems 
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ISO 15189:2007 specifies requirements for quality and competence particular to 
medical laboratories. 
ISO 15189:2007 is for use by medical laboratories in developing their quality 
management systems and assessing their own competence, and for use by accreditation 
bodies in confirming or recognising the competence of medical laboratories. 
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Medical laboratories -- Guidance on laboratory implementation of ISO 15189: 2003 

Medical laboratories -- Requirements for safety 

Medical laboratories -- Reduction of error through risk management and continual 
improvement  

Laboratory medicine -- Requirements for reference measurement laboratories 

Clinical laboratory testing and in vitro diagnostic test systems -- Susceptibility 
testing of infectious agents and evaluation of performance of antimicrobial susceptibility test 
devices -- Part 2: Evaluation of performance of antimicrobial susceptibility test devices 

In vitro diagnostic medical devices -- Measurement of quantities in samples of 
biological origin -- Requirements for content and presentation of reference measurement 
procedures 
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сЫІϿ͟ рϝк иϝͺЇтϝвϾϐ-  ϤϝвϜϿЮϜ

 ϾϜϽϲϜ м ϥуУуЪ рϜϽϠ Јϝ϶

ϥуϲыЊ 
ISO 15189:2007 

Medical laboratories · Particular 
requirements for quality and 
competence 
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Foreword                                  ϼϝϧУ͵ Ѕу͟ 

Introduction                                    йвϹЧв 

1 Scope                                  йзвϜϸ м РϹк 

2 Normative references           ͼвϜϿЮϜ ЙϮϜϽв 

3 Terms and definitions            ϤϝϲыГЊϜ м СтϼϝЛϦ 
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4 Management requirements 

4.1 Organization and management 

4.2 Quality system 

4.3 Document control 

4.4 Review of contracts 

4.5 Examination by referral laboratories 

4.6 External services and supplies 

4.7 Advisory services 

4.8 Complaints 

4.9 Identification and control of nonconformities 

4.10 Corrective action 

4.11 Preventive action 

4.12 Continual improvement 

4.13 Quality and technical records 

4.14 Internal audits 

4.15 Management review 
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5 Technical requirements 

5.1 Personnel 

5.2 Accomodation and environmental conditions 

5.3 Laboratory equipment 

5.4 Pre-examination procedures 

5.5 Examination procedures 

5.6 Asurring quality of examination procedures 

5.7 Post-examination procedures 

5.8 Reporting of results 
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Annexes Informative 

A Correlation with ISO 9001:2000 and ISO/IEC 

17025:2005 

мϿтϜ ϸϼϜϹжϝϧЂϜ мϸ еуϠ АϝϡϦϼϜ ̸̸͉̿̀  м̷̷̸̀  

B Recommendations for protection of laboratory 

information systems (LIS) 

ϸϝлзЇу͟ иϝͺЇтϝвϾϐ  ͼϦϝКыВϜ ͻϝк бϧЃуЂ ϾϜ ϥЖϝУϲ ͻϜϽϠ ϤϜ 

C Ethics in laboratory medicine 

  ͼͮІϿ͟ иϝͺЇтϝвϾϐϼϸ ͼЦы϶Ϝ ЬнЊϜ 

Bibliography                                                 йвϝзϠϝϧͭ 
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Foreword 

ISO 15189 was prepared by Technical Committee ISO/TC 212, 
Clinical laboratory testing and in vitro diagnostic test systems. 

This second edition cancels and replaces the first edition       
(ISO 15189:2003) which has been technically revised in order to 
align it more closely with the second edition of ISO/IEC 17025. 
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Based upon ISO/IEC 17025 and ISO 9001 
 

EN ISO 9001:2000: Quality management systems Ŗequirements 
Third edition, 15 December 2000 

 
 

ISO/IEC 17025: General Requirement for the Competence of Testing and 
Calibration Laboratories, Second edition, 15 May 2005 

   
 
 

ISO 15189: Medical laboratories - Particular Requirements for Quality and  
Competence , Second edition, 15 April 2007 

                              

Introduction 



42 

Introduction 
¶Essential to patient care        ϥЂϜ ͻϼмϽЎ иϝͺЇтϝвϾϐ 

¶Consultation        ͻϽуͺЇу͟ ϼϸ  иϼмϝЇв ЅЧж м иϝͺЇтϝвϾϐ 

¶Currently recognised disciplies/other disciplines 
¶  етϜ йͭ ͻϜ  йϧІϼ Ͻк м ͼкϝͺЇтϝвϾϐ ͻϝк йϧІϼ аϝгϦ ϼϸ

ϹІϝϠ ϹуУв ЅтϜϽϠ ϸϼϜϹжϝϧЂϜ 

¶ Accrediting bodies            ͼϧуϲыЊ ϹутϝϦ ͻϝк ϸϝлж ͻϜϽϠ 

¶Not for purposes of certification  

¶Not conformity of ISO 9001 

¶Annex A (correlation) 

Patient Care 
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ISO, ILAC and IAF streamline quality management requirements for medical 
laboratories, Ref.: 1260, 2009-11-04, http://www.iso.org/iso/pressrelease.htm?refid=Ref1260 
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1- 
1-1- Requirements for quality and competence 

 
1-2-Medical laboratories: developing their quality 
management systems & assessing their own competence,  
Accreditation bodies: confirming or recognising the 
competence of   medical laboratories. 



46 

2- Normative references 
2-1- ISO 31 (all parts), Quantities and units 
2-2- ISO 9000:2005, Quality management systems  ̧Fundamentals and vocabulary 
2-3- ISO 9001:2000, Quality management systems  ̧Requirements 
2-4- ISO/IEC Guide 43-1, Proficiency testing by interlaboratory comparisons  ̧Part 
1: Development and operation of proficiency testing schemes 
2-5- ISO/IEC 17025:2005, General requirements for the competence of testing and 
calibration laboratories 
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3- Terms and Definitions 
3.1    Accreditation 

3.2    Accuracy of measurement 

3.3    Biological reference interval (normal range) 

3.4    Examination 

3.5    Laboratory capability (interlaboratory comparison) 

3.6    Lab Direction (person or persons) 
3.7      Laboratory management     

3.8    Measurement 

3.9    Medical laboratory (clinical laboratory) 

3.10  Post analytical phase 
3.11  Pre analytical phase 

3.12  Primary sample: specimen 

3.13  Quantity 

3.14  Quality management system 

3.15  Referral lab supplementary or confirmatory 

3.16  Sample 

3.17  Traceability 

3.18   Trueness of measurement 

3.19  Uncertainty of measurement 
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Pre-examination procedures 

preanalytical phase 
steps starting, in chronological order, from the clinician³s request and 
including the examination requisition, preparation of the patient, collection of 
the primary sample, and transportation to and within the laboratory, and 
ending when the analytical examination procedure begins 
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Post-examination procedures 

postanalytical phase 
processes following the examination including systematic review, formatting 
and interpretation, authorization for release, reporting and transmission of the 
results, and storage of samples of the examinations 
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4. Management requirements 

5. Technical requirements 
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Annex A (Informative): Correlation with ISO 9000:2000   
                 and ISO/IEC  17025:2005 

Annex C (Informative): Ethics in laboratory medicine  

Annex B (Informative): Recommendations for protection  
              of  laboratory information systems (LIS) 

Annex 
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Shall: mandatory 
Should: good idea 
May: voluntary 
Might: condition  
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Clause 4. Management requirements 

4.1 Organization and  requirements  
4.2 Quality management system 
4.3 Document control  

Management in General 
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Clause 4. Management requirements 

4.1 Organization and  requirements  
4.2 Quality management system 
4.3 Document control  

Management in General 
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Clause 4. Management requirements 

4.4 Review of contracts 
4.5 Examination by referral laboratories 
4.6 External services and supplies 
4.7 Advisory services 
4.8 Resolution of complaints 

External 
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Clause 4. Management requirements 

4.9   Identification and control of nonconformities 

4.10  Corrective action  

4.11  Preventive action 

4.12  Continual improvement 

4.13  Quality and technical records 

4.14  Internal audits 

4.15  Management review 

Internal 
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G + E + I = IgE  

Clause 4. Management requirements 
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4-1-1- legally identifiable  
4-1-2- meet the need of patients  
4-1-3- meet the international standard  
4-1-4- identify conflict of interest  
4-1-5- laboratory shall include : 
- authority / resources  - responsibilities, authority, 
- free from any undue  - training staff     
- confidential information - technical management 
- avoiding involvement  - quality manager 
- org./management structure - deputies for all key functions 
 4-1-6- communication processes 

4.1  Organization and management 

  4. Management Requirement 
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-̸͈- ϥтϽтϹв м дϝвϾϝЂ: 
-̸͈-̸- ϹІϝϠ ͼтϝЂϝзІ ЭϠϝЦ ͼжнжϝЦ ϽЗж ϾϜ ϹтϝϠ иϝͺЇтϝвϾϐ. 
-̸͈-̹-   ͻϝкϾϝуж йͭ ϸнІ ͻϿтϼ ϰϽВ ͻϼнВ ϹтϝϠ иϝͺЇтϝвϾϐ

 ͼзуЮϝϠ дϝзͭϼϝͭ йуЯͭ м дϜϼϝгуϠ)м дϝͮІϿ͟  (...ϸнІ иϸϼмϐϽϠ. 
-̸͈-̺-   ͻϝк Эϳв ϼϸ Ϝϼ ϸϼϜϹжϝϧЂϜ етϜ ϤϝвϜϿЮϜ ϹтϝϠ иϝͺЇтϝвϾϐ

Ϲзͭ ϥтϝКϼ ϥЦнв м ͼгϚϜϸ. 
-̸͈-͈-  ͻϝк йжнгж ЅтϝвϾϐ ϽϠ ϼϜϻ͵ϽуϪϝϦ йͭ дϝзͭϼϝͭ ͻϝк ϥуЮнϛЃв

ϹжнІ ЉϷЇв ϹтϝϠ ϹзІϝϠ ͼв йуЮмϜ .  м ͼЮϝв ϤϝЗϲыв ϥЂϜ ϽϧлϠ

 ͼЂϝуЂ)ϝк иϿуͺжϜ Эϫв (ϸϼϜϻͺж ϽуϪϝϦ днвϾϐ Ͼмϼ. 
-̸͈-͉-  ͻϼϜϹлͺж ̪ϜϽϮϜ ̪ͼϲϜϽВ ϥуЮнϛЃв ϹтϝϠ иϝͺЇтϝвϾϐ ϥтϽтϹв

ϹІϝϠ йϧІϜϸ иϹлК ϽϠ Ϝϼ ϥуУуͭ ϥтϽтϹв бϧЃуЂ ϸнϡлϠ м. 
-̸͈-͊-   ͼВϝϡϦϼϜ ͻϝкϹзтϐϽТ йͭ Ϲкϸ дϝзугВϜ ϹтϝϠ иϝͺЇтϝвϾϐ ϥтϽтϹв

 ЀϝЂϜ ϽϠ АϝϡϦϼϜ дϐ м ϥЂϜ иϹІ ϸϝϯтϜ иϝͺЇтϝвϾϐ Э϶Ϝϸ ϼϸ ͼϡЂϝзв

ϹІϝϠ ͼв ϥуУуͭ ϥтϽтϹв бϧЃуЂ ͼЇϷϠϽϪϜ. 
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 Ϲ̮зтϐϽТСЮϜ 

 Ϲ̮зтϐϽТϞ  Ϲ̮зтϐϽТϬ 
 йжнгж 

ЅтϝвϾϐ ϭтϝϧж 

ЄϽтϻ͟ й͵ϽϠ 

 Ϲ̮зтϐϽТϸ 

йϷЃж 

ЅтϝвϾϐ ͻ йϯуϧж й͵ϽϠ 
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4-2-1- Documented, communicated, understood, implemented  

4-2-2- IQC/EQC 

4-2-3- Quality policy statement  

4-2-4- Quality Manual 
(Outline structure of the document, SOPs, WI, WS, Forms) 

4-2-5- Medical Devices Management 

4.2  Quality management system 
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-̹͈- ϥуУуͭ ϥтϽтϹв бϧЃуЂ: 
-̹͈-̸-   м ͼтϜϽϮϜ ͻϝк Ємϼ ̪ϝк йвϝжϽϠ ̪ϝкϹзтϐϽТ ̪ϝк ͼЇв Б϶

  иϹжϝЂϼ йВнϠϽв дϝзͭϼϝͭ йуЯͭ ИыВϜ йϠ м ϹжнІ ϹзϧЃв ϹтϝϠ ϝк ЭгЛЮϜϼнϧЂϸ

ϹжнІ.    ͼв иϸϼϜϻ͵ ϜϽϮϜ йϠ м булУϦ ϤϜϹзϧЃв йͭ ϸнІ еϛгГв ϹтϝϠ ϥтϽтϹв

ϹжнІ. 
-̹͈-̹-  ͼϮϼϝ϶ ͼУуͭ ЬϽϧзͭ м ͼЯ϶Ϝϸ ͼУуͭ ЬϽϧзͭ ЭвϝІ 
-̹͈-̺- ϹІϝϠ ЀϽϧЂϸ ϼϸ м ϸнІ етмϹϦ ϥЂϝтϼ ϽЗж ϝϠ РϜϹкϜ м ͼЇв Б϶. 
-̹͈-͈-  йвϝзвϝЗж етмϹϦ)иϝͺЇтϝвϾϐ ϼϸ ϤϝвϜϿЮϜ ϼϜϽЧϧЂϜ ͼͺжнͺͧ (  ϹтϝϠ йͭ

ϸнІ иϸϜϸ ЄϾнвϐ ЭзЂϽ͟ йϠ .ϥуУуͭ ϽтϹв БЂнϦ ͼжϝЂϼ Ͼмϼ йϠ 
-̹͈-͉-    днуЂϜϽϡуЮϝͭ ϟϦϽв ϼнВ йϠ йͭ Ϲзͭ ϼϜϽЦϽϠ м ϸϝϯтϜ Ϝϼ ͻϜ йвϝжϽϠ

  аϝϯжϜ Ͽуж ϤϜϿулϯϦ ͻϼϜϹлͺж м Ϲзͭ Ѕтϝ͟ Ϝϼ ϝк РϽЛв м ϤϜϿулϯϦ ϸϽͮЯгК

ϸϽу͵. 
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 Ϝϼ ϝкϼϝЪ ϾϜ Щт Ͻк ϤϝуϚϿϮ

 Ϲтϝгзув ЉϷЇв)̬йжнͺͧ( 

дϝвϾϝЂ сЯЪ рϝлтϽу͵ ϥлϮ 
ϥуУуЪ ϸϼнв ϼϸ 

 ϼϸ Ϝϼ дϝвϾϝЂ рϝлЇϷϠ рϝлϧуЮϝЛТ

  ЉϷЇв ϥуУуЪ ϥтϽтϹв бϧЃуЂ ϼϜϽЧϧЂϜ

ϹзЫув) .рϼϝЪ йͧ ̪ЙЦнв йͧ ̪сЃЪ йͧ( 

  сЇв Б϶ ЀϝЂϜ ϽϠ Ϝϼ ϥуУуЪ бϧЃуЂ

  ϸϼϜϹжϝϧЂϜ м иϹІ дϝуϠ РϜϹкϜ м

ϹзЫув СуЊнϦ ЙϮϽв. 

 сЇв Б϶

ϥуУуЪ 

ϥуУуЪ йвϝзвϝЗж 

  дмϹв стϜϽϮϜ рϝлІмϼ

ϥуУуЪ бϧЃуЂ 

 ϥуУуЪ ϤϜϹзϧЃв ϽтϝЂ 
) ̪ϝлІϼϜϿ͵ ̪ϝлвϽТ ̪рϼϝЪ рϝлЯгЛЮϜϼнϧЂϸ( . . . 

ϤϜϹзϧЃв аϽк  
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4-3-1- procedures to control all document 
and information 
4-3-2- procedures to ensure all 
documents 
4-3-3- Uniquely identified 

4.3  Document Control 
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-̺͈- ͫϼϜϹв ЬϽϧзͭ: 
-̺͈-̸- ϸнІ ͻϼϜϹлͺж м етмϹϦ СтϽЛϦ ͼтϜϽϮϜ Ємϼ ϹтϝϠ) .  ͼтϜϽϮϜ Ємϼ

ϤϜϹзϧЃв ЬϽϧзͭ( 
-̺͈-̹- ϹІϝϠ ϽтϾ ϸϼϜнв ϾϜ дϝзугВϜ ͻϜϽϠ ͼтϜϽϮϜ Ємϼ ϹтϝϠ: 
СЮϜ (ϥуϲыЊ ϝϠ ϸϜϽТϜ БЂнϦ ϹутϝϦ 
Ϟ    (ϤϜϹзϧЃв ϾϜ ͼϧЂϽлТ 
Ϭ     (ϹІϝϠ ЀϽϧЂϸ ϼϸ Ͼϝϯв ͻϝк йϷЃж 
ϸ      (  ϥуϲыЊ ϝϠ ϸϜϽТϜ БЂнϦ ϤϜϹзϧЃв ͻϽͺжϾϝϠ 
и     (ϹжнІ ϝϳвϜ м ϹзІϝϡж ЀϽϧЂϸ ϼϸ ϴнЃзв ϤϜϹзϧЃв 
м    (  иϸϝУϧЂϜ ϾϜ ϝϦ ϸнІ ͻϼϜϹлͺж ϱуϳЊ ϤϼнЊ йϠ ϴнЃзв ϤϜϹзϧЃв

ϸнІ ͻϽу͵нЯϮ йϧЂϜн϶ϝж. 
Ͼ(ϹжнІ СтϽЛϦ Ͼϝϯв ϸϜϽТϜ ϹтϝϠ ϹІϝϠ ЙтϽЂ ͼϲыЊϜ йϠ Ͼϝуж иϝ͵Ͻк 
ϰ (  ϹжнІ СтϽЛϦ Ͽуж йжϝтϜϼ Э϶Ϝϸ ϤϜϹзϧЃв ЬϽϧзͭ ͼтϜϽϮϜ Ємϼ ϼϸ ϹтϝϠ 
-̺͈-̺- ϹзІϝϠ ͼтϝЂϝзІ ЭϠϝЦ ϹтϝϠ ϤϜϹзϧЃв) .  ϵтϼϝϦ ̪ЅтϜϽтм ̪дϜнзК

ЙϮϽв ̪ϼмϹЊ ͻϜϽϠ ϼϝуϧ϶Ϝ ̪ ϤϝϳПЊ ϸϜϹЛϦ ̪ͻϽͺжϾϝϠ иϼϝгІ ̪ͻϽͺжϾϝϠ( 
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 ϹзЂ 
¶  дϐ дϝϡуϧЇ͟ ͻϝк йжϝЂϼ м ϤϝКыВϜ 

¶  ͻϼнж ϰнЮ ϝт ͼͮужмϽϧͮЮϜ ̪ͼЃуВϝзПв ̪ͻϻОϝͭ ϹжϜнϦ ͼв йжϝЂϼ

  ϝлзтϜ ϾϜ ͼϡуͭϽϦ ϝт ͼЯЊϜ йжнгж ϝт ЁͮК ̪ͻϜ йжϝтϜϼ 

 ͻϾϝЂ ϹзϧЃв РϜϹкϜ 

-̸ ϤϝКыВϜ ϹϧЂ м ϸϜϸ   

-̹   ϰϽВ йͭ йͨжϐ ͼЛЦϜм ͻϜϽϮϜ ϽϠ ЬϜϸ ͻϹкϜнІ

ϥЂϜ иϹІ ͻϿтϼ 

-̺ ЅжϜϸ булЃϦ 
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G 

Clause 4. Management requirements 
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4-4-1- procedures  
4-4-2- records shall be maintained 
4-4-3- cover any work referred by the lab 
4-4-4- informed of any deviation from the 
contract 
4-4-5- amendments  

4.4  Review of contracts 



70 

-͈͈-̸-  ͻϽͺжϾϝϠ ͻϜϽϠ ͼтϜϽϮϜ Ємϼ

ϝкϸϜϸϼϜϽЦ 
-͈͈-̹- ϸнІ ͻϼϜϹлͺж ͻϽͺжϾϝϠ ХϠϜнЂ.  
-͈͈-̺-  ФϸϝЊ Ͽуж ИϝϮϼϜ иϝͺЇтϝвϾϐ ϸϼнв ϼϸ ϸϜϸϼϜϽЦ етϜ

ϥЂϜ.  
-͈͈-͈-  йϧІϜϸ ИыВϜ ϹтϝϠ РϜϽϳжϜ йжн͵Ͻк ϾϜ ϹтϝϠ дϝтϽϧЇв

ϹзІϝϠ.  
-͈͈-͉-  йϧІϜϸ ͻϽͺжϾϝϠ йϠ Ͼϝуж ИмϽІ ϾϜ Ё͟ ϸϜϸϼϜϽЦ Ͻ͵Ϝ

ϸнІ ͻϽͺжϾϝϠ ͼтϜϽϮϜ Ємϼ ХϡВ ϹтϝϠ ϹІϝϠ.  

-͈͈- ϝкϸϜϸϼϜϽЦ ͻϽͺжϾϝϠ 
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4-5-1- procedure for evaluating and selecting referral lab & consultants  
selecting and monitoring the quality of referral lab  
4-5-2- reviewed periodically register of all referral lab, no conflict of 
interest 
4-5-3- maintained records - a register of all referral laboratories 
4-5-4- referring laboratory and not the referral laboratory 

4.5 Examination by referral laboratory 
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-͉͈-̸-  етϼмϝЇв м ИϝϮϼϜ иϝͺЇтϝвϾϐ ϞϝϷϧжϜ м ͼϠϝтϾϼϜ ͻϜϽϠ ϹзϧЃв ͼтϜϽϮϜ Ємϼ

)ϸϽу͵ ϼϜϽЦ ϽЗжϹв ͼкϝͺЇтϝвϾϐ ϤϝвϹ϶ дϝ͵Ϲззͭ ϥТϝтϼϸ ϽЗж(  
-͉͈-̹-  ИϝϮϼϜ иϝͺЇтϝвϾϐ ϝϠ ͼͺзкϝгк ͻϜ иϼмϸ ͻϽͺжϾϝϠ) ЅтϝвϾϐ ϹЛϠ м ЭϡЦ· 

 ϹІϝϠ йϧІϜϹж ϸнϮм ЙТϝзв ЭϠϝЧϦ ИϝϮϼϜ иϝͺЇтϝвϾϐ ͼтϝжϜнϦ·  аϝϯжϜ ͼтϜϽϮϜ Ємϼ

 ϹІϝϠ ϟЂϝзв ЅтϝвϾϐ· ϹІϝϠ анЯЛв еуТϽВ ϥуЮнϛЃв ϝк ЅтϝвϾϐ ϽуЃУϦ ͻϜϽϠ (  ХϠϜнЂ

ϸнІ ͻϼϜϹлͺж ϹтϝϠ.  
-͉͈-̺- ϸнІ ϥϡϪ ЅтϝвϾϐ ϭтϝϧж ϽтϾ ИϝϮϼϜ иϝͺЇтϝвϾϐ аϝж ϹтϝϠ.  
-͉͈-͈- ϥЂϜ ЅтϝвϾϐ ϭтϝϧж ϥуУуͭ ЬϕЃв иϹзкϸ ИϝϮϼϜ иϝͺЇтϝвϾϐ.  

-͉͈-  ИϝϮϼϜ ͻϝк иϝͺЇтϝвϾϐ БЂнϦ ЅтϝвϾϐ 
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4-6-1- policies and procedures for purchase external services.  
4-6-2- verified supplies 
4-6-3- inventory control system 
4-6-4- evaluate suppliers of critical reagents, supplies services  
  that affect the quality of examination, maintain records 

4.6 External services and supplies 
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-͈͊-̸- ͼжϝвϾϝЂ дмϽϠ ϤϝвϹ϶ ϾϜ иϸϝУϧЂϜ м ϞϝϷϧжϜ ͻϜϽϠ ͼтϜϽϮϜ Ємϼ 
-͈͊-̹-  ϸнІ иϸϝУϧЂϜ иϹІ ХтϹЋϦ ͻϝкъϝͭ ϾϜ ϹтϝϠ БЧТ) ϝт ϸϼϜϹжϝϧЂϜ ϤϝЋϷЇв ϝϠ ФϝϡГжϜ

 иϹІ СтϽЛϦ ϤϝвϜϿЮϜ ( иϹззͭ еувϝϦ ФϝϡГжϜ ϝт ͼУуͭ ЬϽϧзͭ ͻϝк йжнгж ͻмϼ ЅтϝвϾϐ аϝϯжϜ

иϹІ йϧЂϜн϶ ͻϝкϸϼϜϹжϝϧЂϜ ϽϠ 
-͈͊-̺- ͻϸнϮнв ЬϽϧзͭ бϧЃуЂ 
-͈͊-͈- дϝ͵Ϲззͭ еувϝϦ ͼϠϝтϾϼϜ 

-͈͊- ͼжϝвϾϝЂ дмϽϠ ϤϝвϹ϶ м ϤϝͭϼϜϹϦ 
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¶ Professional staff provide advice on  
o      choice of examination 
o       repeat frequency  
o      type of sample 

¶ Interpretation of the results of the examination  
¶ regular documented meetings 
¶ Participate in clinical rounds 

4.7   Advisory services   
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policy and procedures for the resolution of complaints or other feedback  
records shall be maintained    

4.8   Resolution of complaint        



77 

E 

Clause 4. Management requirements 
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¶ policy and procedure to be implemented 
¶recur / document and eliminate the root cause(s) 
¶procedures for the release of results in the cases of nonconformities  

4.9 Identification and control of non-conformities 
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¶ investigate the underlying cause  
¶ document and implement any changes  
¶ monitor the results of corrective action 
¶ appropriate areas of activity are audited 
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 ͼϲыЊϜ аϜϹЦϜCorrective action  
 ϥЯК дϸϽϠ ϾϜ ϩКϝϠ йͭ ͼвϜϹЦϜ

ϸϸϽ͵ иϹІ ͼтϝЂϝзІ ФϝϡГжϜ аϹК. 
 

¶ Corrective action 

·Action taken to eliminate the cause of a detected non-conformity or other undesirable situation 

 

̿  ̷



81 

Learn from the event  

and avoid its recurrence  

Preventive  

Actions  

 

Corrective  

Actions  

Remedial  

Actions  

See the potential event  

and plan to avoid it  

Address  the event  

and its consequences  

NC  
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ü  identified the improvements needed, potential sources of NCs 
ü procedure for preventive action  
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Preventive action 
Action taken to eliminate the cause of a potential nonconformity or 

undesirable potential situation 
 
 

̿ ̺

-͉  йжϜϽуͺЇу͟ аϜϹЦϜPreventive action 
ϸϸϽ͵ инЧЮϝϠ ФϝϡГжϜ аϹК ϥЯК дϸϽϠ ϾϜ ϩКϝϠ йͭ ͼвϜϹЦϜ. 
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¶ establish and implement procedure  
¶ stored, retrievable.  
¶ Retention time 
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 йЧϠϝЂ 
¶  ϥЂϜ ϹзЂ ͼКнж 

¶ϜϽϮϜ ϽϠ ЬϜϸ ͻϹкϜнІ 

 
иϝͺЇтϝвϾϐ ϼϸ ХϠϜнЂ ϾϜ ͼтϝк йжнгж 

ͻϼϝͭ ϥЃуЮ иϹІ ЭугͮϦ 

ϝк ЅтϝвϾϐ ͻ йϯуϧж 

иϝͺЇтϝвϾϐ ЄϽтϻ͟ ЍϡЦ 




