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¿—∑√¿√  ∏π–¿“«√‘»
®—π∑√å‡æÁ≠  „®∏’√¿“æ°ÿ≈

„π°“√µ√«®ª√–‡¡‘π§«“¡ “¡“√∂ÀâÕßªØ‘∫—µ‘°“√µ“¡¢âÕ°”Àπ¥

ISO/IEC 17025 ºŸâª√–‡¡‘π ¡—°æ∫ªí≠À“‡°’Ë¬«°—∫°“√‡≈◊Õ°„™â«— ¥ÿÕâ“ßÕ‘ß¢Õß

ÀâÕßªØ‘∫—µ‘°“√‡ ¡Õ ∑”„Àâ¡’ª√–‡¥Áπ∑’ËµâÕß∂°‡∂’¬ßÀ√◊Õ‡°‘¥¢âÕ‚µâ·¬âß√–À«à“ßºŸâ

ª√–‡¡‘π°—∫ÀâÕßªØ‘∫—µ‘°“√ ‡¡◊ËÕ‡°‘¥ªí≠À“‡™àππ’ÈÀπà«¬√—∫√Õß√–∫∫ß“πÀâÕß

ªØ‘∫—µ‘°“√π—ÈπµâÕß‡ªìπºŸâµ—¥ ‘π ‚¥¬¬÷¥À≈—°µ“¡¢âÕ°”Àπ¥¢Õß APLAC (Asia Pacific

Laboratory Accreditation Cooperation) À√◊Õ ILAC (International Laboratory

Accreditation Cooperation) ®“° ILAC ªï 2005 ª√–‡∑» ¡“™‘°‰¥â„Àâ§«“¡‡ÀÁπ™Õ∫

‡√◊ËÕß°“√√—∫√ÕßºŸâº≈‘µ«— ¥ÿÕâ“ßÕ‘ß «—µ∂ÿª√– ß§å¢Õß°“√√—∫√ÕßºŸâº≈‘µ«— ¥ÿÕâ“ßÕ‘ß

‡æ◊ËÕ‡æ‘Ë¡§«“¡¡—Ëπ„®„Àâ°—∫ºŸâ„™âß“π«— ¥ÿÕâ“ßÕ‘ß ”À√—∫ÀâÕßªØ‘∫—µ‘°“√∑¥ Õ∫·≈–

 Õ∫‡∑’¬∫«à“ «— ¥ÿÕâ“ßÕ‘ß∑’Ë„™âÕ¬Ÿà¡’§«“¡πà“‡™◊ËÕ∂◊Õ„π°“√º≈‘µ‡ªìπ‰ªµ“¡À≈—°

«‘™“°“√‡©æ“– (specific technical criteria) ·≈–¡’√–∫∫§ÿ≥¿“æ (quality system)

∑’Ë‡À¡“– ¡ ¡’√–∫∫∫√‘À“√®—¥°“√ (management system) ∑’Ë¥’ ºŸâº≈‘µ«— ¥ÿÕâ“ßÕ‘ß

 “¡“√∂· ¥ß»—°¬¿“æ„π°“√º≈‘µ„Àâ‰¥â¡“µ√∞“π‡ªìπ∑’Ë¬Õ¡√—∫‡À¡“– ¡°—∫

«—µ∂ÿª√– ß§å°“√„™âß“π ‚¥¬„™â¢âÕ°”Àπ¥ ISO Guide 34 √à«¡°—∫ ISO/IEC 17025

«— ¥ÿÕâ“ßÕ‘ß (Reference materials; RM) À¡“¬∂÷ß«— ¥ÿÀ√◊Õ “√∑’Ë¡’

 ¡∫—µ‘Àπ÷ËßÕ¬à“ß À√◊ÕÀ≈“¬Õ¬à“ß ¡’§«“¡‡ªìπ‡π◊ÈÕ‡¥’¬«°—π ·≈–®—¥∑”¡“Õ¬à“ß¥’

 ”À√—∫„™â Õ∫‡∑’¬∫Õÿª°√≥å „™â„π°“√ª√–‡¡‘π«‘∏’«—¥ À√◊Õ„™â„π°“√°”Àπ¥§à“

«— ¥ÿµà“ßÊ

«— ¥ÿÕâ“ßÕ‘ß√—∫√Õß (Certified reference materials; CRM) À¡“¬∂÷ß

«— ¥ÿÕâ“ßÕ‘ß∑’Ë¡’„∫√—∫√Õß ´÷Ëß§à“∑’Ë√–∫ÿ‰¥â√—∫°“√√—∫√Õß‚¥¬«‘∏’¥”‡π‘π°“√∑’Ë “¡“√∂

 Õ∫°≈—∫‰ª¬—ßÀπà«¬∑’Ë∂Ÿ°µâÕß´÷Ëß‡ªìπ∑’Ë¬Õ¡√—∫ ·≈–· ¥ß§à“§«“¡‰¡à·πàπÕπ ≥

√–¥—∫§«“¡‡™◊ËÕ¡—ËπÀπ÷Ëß

ºŸâº≈‘µ«— ¥ÿÕâ“ßÕ‘ß (Reference material producer) À¡“¬∂÷ß

Àπà«¬ß“π∑’Ë¡’§«“¡ “¡“√∂∑“ß¥â“π«‘™“°“√Õ“®‡ªìπÕß§å°√À√◊ÕÀπà«¬ß“πÕ‘ √–

∑”Àπâ“∑’Ë°”Àπ¥§à“„πÀπ—ß ◊Õ√—∫√Õß (certified) À√◊Õ§à“§ÿ≥ ¡∫—µ‘Õ◊Ëπ¢Õß«— ¥ÿ

Õâ“ßÕ‘ß∑’Ëº≈‘µ·≈–®”Àπà“¬ ´÷Ëß¡’°√–∫«π°“√º≈‘µµ“¡ ISO Guide 31 ·≈– 35

Collaborator À¡“¬∂÷ßÀπà«¬ß“π∑’Ë¡’§«“¡ “¡“√∂∑“ß¥â“π«‘™“°“√

Õ“®‡ªìπÕß§å°√À√◊ÕÀπà«¬ß“πÕ‘ √– ¥”‡π‘π°“√≈—°…≥–¢ÕßºŸâº≈‘µÀ√◊Õ°”Àπ¥

§ÿ≥≈—°…≥–¢Õß«— ¥ÿÕâ“ßÕ‘ß√—∫√Õß„ππ“¡¢ÕßºŸâº≈‘µ«— ¥ÿÕâ“ßÕ‘ß‰¡à«à“®–¥”‡π‘π°“√

¿“¬„µâ —≠≠“´÷ËßºŸ°æ—π°—πÀ√◊Õ‚¥¬ ¡—§√„®

°“√„™âß“π¢Õß«— ¥ÿÕâ“ßÕ‘ß  ”À√—∫ÀâÕßªØ‘∫—µ‘°“√∑¥ Õ∫µ“¡¢âÕ°”Àπ¥

¥â“π«‘™“°“√ ISO/IEC17025 ‡æ◊ËÕ„™âµ√«® Õ∫§«“¡„™â‰¥â¢Õß«‘∏’∑¥ Õ∫ ”À√—∫

«‘∏’∑¥ Õ∫∑’Ë‰¡à„™à«‘∏’¡“µ√∞“π

«‘∏’¡“µ√∞“π·µà „™âπÕ°‡Àπ◊Õ

¢Õ∫¢à“¬ À√◊Õ«‘∏’∑’ËÀâÕßªØ‘∫—µ‘°“√

æ—≤π“¢÷Èπ µ√«® Õ∫§«“¡ Õ∫

°≈—∫‰¥â ¢Õß°“√«—¥·≈–„™â „π

°“√ª√–°—π§ÿ≥¿“æ¢Õßº≈°“√

∑¥ Õ∫ °“√‡ª√’¬∫‡∑’¬∫«‘∏’∑¥ Õ∫

(method comparison) °“√æ—≤π“

«‘∏’∑¥ Õ∫·≈–°“√µ√«® Õ∫

§«“¡„™â‰¥â¢Õß«‘∏’∑¥ Õ∫(method

development and validation) °“√

∑«π Õ∫«‘∏’∑¥ Õ∫ (method

verification) °“√ Õ∫‡∑’¬∫ (cali-

bration) °“√§«∫§ÿ¡§ÿ≥¿“æ (qual-

ity control) °“√ª√–°—π§ÿ≥¿“æ

(quality assurance) √«¡∑—Èß°“√

Ωñ°Õ∫√¡ (on the job training)

∫ÿ§≈“°√¥â“π«‘™“°“√

À≈—°°“√ª√–‡¡‘π°“√

√—∫√ÕßºŸâº≈‘µ«— ¥ÿÕâ“ßÕ‘ß ‚¥¬„™â

¢âÕ°”Àπ¥ ISO Guide 34 √à«¡°—∫

ISO/IEC17025 Àπà«¬√—∫√Õß√–∫∫

ß“π∑’Ë„Àâ°“√√—∫√ÕßºŸâº≈‘µ«— ¥ÿ

Õâ“ßÕ‘ß ”À√—∫ºŸâº≈‘µ∑’ËµâÕß°“√®–

· ¥ß§«“¡ “¡“√∂„π°“√º≈‘µ

‚¥¬°“√ªØ‘∫—µ‘µ“¡‡ß◊ËÕπ‰¢¢Õß™ÿ¥

¡“µ√∞“π “°≈ ISO Guide 34 :

2000, çGeneral Requirement for

the competence of Reference

Material Produceré ´÷Ëßª√–°Õ∫¥â«¬

ISO Guide 30: 1992 çTerms and

Definitions Used in Connection
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with Reference Material, ISO

Guide 31: 2000, çContent of

Certificates of Reference

Materialsé ·≈– ISO Guide 35:

1989 çCertification of Reference

Materials - General and Statistical

Principlesé ºŸâª√–‡¡‘πµ√«®

ª√–‡¡‘π°√–∫«π°“√º≈‘µ µ“¡

¢âÕ°”Àπ¥∑“ß«‘™“°“√ √–∫∫°“√

∫√‘À“√®—¥°“√·≈–√–∫∫§ÿ≥¿“æ

‚ª√·°√¡π’È®—¥„Àâ°—∫ºŸâ„™â (user)

«— ¥ÿÕâ“ßÕ‘ß ‡™àπ ÀâÕßªØ‘∫—µ‘°“√

∑¥ Õ∫·≈– Õ∫‡∑’¬∫

°“√ª√– ‡¡‘πµ“¡¢â Õ

°”Àπ¥ ISO Guide 34: 2000 (E)

·∫àßÕÕ°‡ªìπ 2 ¢âÕ„À≠à¥—ßπ’È

¢âÕ 4 ¢âÕ°”Àπ¥‚§√ß √â“ß

Õß§å°√·≈–°“√∫√‘À“√

®—¥°“√ (organization

and management

requirements)

4.1 ¢âÕ°”Àπ¥¥â“π√–∫∫

§ÿ≥¿“æ (quality system require-

ments)

4.2 ‚§√ß √â“ßÕß§å°√

·≈–°“√∫√‘À“√®—¥°“√ (organiza-

tion and management)

4.3 °“√§«∫§ÿ¡‡Õ° “√

·≈–¢âÕ¡Ÿ≈ (document and infor-

mation control)

4.4 °“√∑∫∑«π§”¢Õ

(request, tender and contract review)

4.5 °“√„™â Collaborators

(use of collaborators)

4.6 °“ √®— ¥À“∫√‘ ° “ √

·≈–®”Àπà“¬ (procurement of

services and supplies)

4.7 ¢âÕ§‘¥‡ÀÁπ®“°≈Ÿ°§â“

(client feed back)

4.8 °“√§«∫§ÿ¡«— ¥ÿÕâ“ßÕ‘ß∑’Ë‰¡à‡ªìπ‰ªµ“¡¢âÕ°”Àπ¥‡π◊ËÕß®“°

§ÿ≥¿“æµË” [control of non-confirm (poor quality) reference material]

4.9 °“√ªØ‘∫—µ‘°“√·°â‰¢ (corrective active)

4.10 °“√ªØ‘∫—µ‘ªÑÕß°—π (preventive action)

4.11 ∫—π∑÷° (record)

4.12 °“√µ√«®µ‘¥µ“¡§ÿ≥¿“æ¿“¬„π (internal audit)

4.13 °“√∑∫∑«π°“√∫√‘À“√ (management review)

¢âÕ 5. ¢âÕ°”Àπ¥â“π«‘™“°“√·≈–°“√º≈‘µ

5.1 °“√∫√‘À“√®—¥°“√, ∫ÿ§≈“°√·≈–°“√Ωñ°Õ∫√¡ (management,

staffing and training)

5.2 Collaborator

5.3 °“√«“ß·ºπ°“√º≈‘µ (production planning)

5.4 °“√§«∫§ÿ¡°“√º≈‘µ (production control)

5.5  ¿“«–·«¥≈âÕ¡ (environment)

5.6 °“√‡°Á∫√—°…“«— ¥ÿÕâ“ßÕ‘ß (material handling and storage)

5.7 °“√∫√‘°“√À≈—ß°“√¢“¬ (post - distribution service)

5.8 °“√‡µ√’¬¡«— ¥ÿ (material preparation)

5.9 °“√µ√«®ª√–‡¡‘π§«“¡‡ªìπ‡π◊ÈÕ‡¥’¬«°—π·≈–§«“¡‡ ∂’¬√ (assess-

ment of homogeneity and stability)

5.10 «‘∏’°“√«—¥ (measurement methods)

5.11 ‡§√◊ËÕß¡◊Õ«—¥ (measuring equipment)

5.12 §«“¡ Õ∫°≈—∫‰¥â·≈–°“√µ√«® Õ∫§«“¡„™â‰¥â (traceability and

validation)

5.13 °“√ª√–‡¡‘π¢âÕ¡Ÿ≈ (data evaluation)

5.14 §ÿ≥≈—°…≥– (characterization)

5.15 °“√„Àâ§à“·≈–§à“§«“¡‰¡à·πàπÕπ (assignment of property values

and their uncertainties)

5.16 „∫√—∫√Õß·≈–¢âÕ¡Ÿ≈ ”À√—∫ºŸâ„™â (certificates and information for users)

¢âÕ°”Àπ¥ ISO Guide 34 ¡’À—«¢âÕ°“√ª√–‡¡‘π§≈â“¬°—∫¢âÕ°”Àπ¥ ISO/IEC

17025 ·µà√“¬≈–‡Õ’¬¥·µ°µà“ß°—π

®“°¢âÕ¡Ÿ≈∑’Ë ◊∫§âπ¡“æ∫«à“¡’Àπà«¬√—∫√Õß√–∫∫ß“π∫“ß·Ààß„Àâ

°“√√—∫√ÕßºŸâº≈‘µ«— ¥ÿÕâ“ßÕ‘ß ‚¥¬µ√«®ª√–‡¡‘πµ“¡¢âÕ°”Àπ¥ ISO Guide 34

‡∑à“π—Èπ ‡™àπ A2LA ·µà¡’Àπà«¬√—∫√Õß√–∫∫ß“πÕ’°À≈“¬·Ààß∑’Ë„Àâ°“√√—∫√Õß

ºŸâº≈‘µ«— ¥ÿÕâ“ßÕ‘ß ®–µ√«®ª√–‡¡‘πµ“¡¢âÕ°”Àπ¥ ISO Guide 34 √à«¡°—∫

¢âÕ°”Àπ¥ ISO/IEC 17025

Àπà«¬√—∫√Õß√–∫∫ß“π∑’Ë„Àâ°“√√—∫√ÕßºŸâº≈‘µ«— ¥ÿÕâ“ßÕ‘ß¡’À≈“¬·Ààß

Õ“∑‘‡™àπ American Association for Laboratory Accreditation (A2LA) China

National Accreditation Board for Laboratories (CNAL) Korea Laboratory
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Accreditation Scheme (KOLAS) International Accreditation New Zealand (IANZ)

The National Association of Testing Authorities.(NATA) The United Kingdom

Accreditation Scheme (UKAS) œ≈œ

ªí®®ÿ∫—π¡’ºŸâº≈‘µ«— ¥ÿÕâ“ßÕ‘ßÀ≈“¬√“¬∑’Ë¬◊Ëπ¢Õ°“√√—∫√Õß®“°Àπà«¬

√—∫√Õß√–∫∫ß“πµà“ßª√–‡∑» ‡™àπ A2LA, CNAL, KOLAS, IANZ, NATA, UKAS

·µà¬—ß¡’ºŸâº≈‘µ«— ¥ÿÕâ“ßÕ‘ß®”π«ππâÕ¬∑’Ë¬◊Ëπ¢Õ°“√√—∫√Õß‡¡◊ËÕ‡∑’¬∫°—∫ºŸâº≈‘µ«— ¥ÿ

Õâ“ßÕ‘ß∑’Ëº≈‘µ·≈–®”Àπà«¬«— ¥ÿÕâ“ßÕ‘ßÕ¬Ÿà„π¢≥–π’È ∑—Èßπ’ÈÕ“®‡π◊ËÕß¡“®“°ªí®®—¬

À≈“¬ª√–°“√ ª√–°“√·√°§«“¡§ÿâ¡§à“∑“ß‡»√…∞°‘® ª√‘¡“≥ ‘π§â“·≈–¡Ÿ≈§à“

¢Õß ‘π§â“∑’Ë®”Àπà“¬„πµ≈“¥ °≈ÿà¡≈Ÿ°§â“¬—ß‰¡à„Àâ§«“¡ ”§—≠¢Õß°“√√—∫√ÕßºŸâ

º≈‘µ«— ¥ÿÕâ“ßÕ‘ß ºŸâº≈‘µ«— ¥ÿÕâ“ßÕ‘ß¬—ß‰¡àæ√âÕ¡„π‡√◊ËÕß√–∫∫§ÿ≥¿“æ‡æ√“–µâÕß„™â

√–¬–‡«≈“„π°“√¥”‡π‘πß“π √«¡∑—Èß ß∫ª√–¡“≥∑’ËµâÕß„™â®à“¬„π°“√¢Õ√—∫°“√

√—∫√Õß

 ”π—°∫√‘À“√·≈–√—∫√Õß

ÀâÕßªØ‘∫—µ‘°“√ °√¡«‘∑¬“»“ µ√å

∫√‘°“√ ¡’π‚¬∫“¬∑’Ë®–„Àâ°“√√—∫√Õß

ºŸâº≈‘µ«— ¥ÿÕâ“ßÕ‘ß „πÕπ“§µÕ—π

„°≈âπ’È À“°∑à“π„¥ π„® “¡“√∂

µ‘¥µàÕ Õ∫∂“¡¢âÕ¡Ÿ≈‡æ‘Ë¡‡µ‘¡‰¥â∑’Ë

 ”π—° œ ‚∑√. 0 2201 7132 0 2201

7325 ‚∑√ “√. 0 2201 7126
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