
π‘æπ∏åμâπ©∫—∫

°“√ª√–‡¡‘πº≈°“√æ—≤π“√–∫∫§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√
»Ÿπ¬å«‘∑¬“»“ μ√å°“√·æ∑¬å∑’Ë 10 Õÿ∫≈√“™∏“π’
√–À«à“ßªï 2552-2556

»ÿ¿«√√≥  ‡°μÿÕ‘π∑√å*

*»Ÿπ¬å«‘∑¬“»“ μ√å°“√·æ∑¬å∑’Ë 10 Õÿ∫≈√“™∏“π’
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∫∑§—¥¬àÕ »Ÿπ¬å«‘∑¬“»“ μ√å°“√·æ∑¬å∑’Ë 10 Õÿ∫≈√“™∏“π’ ‡ªìπÀâÕßªØ‘∫—μ‘°“√∑“ß°“√·æ∑¬å·≈– “∏“√≥ ÿ¢∑’Ë¡’∫∑∫“∑ ”§—≠

„π°“√‡ΩÑ“√–«—ß ·≈–·°â‰¢ªí≠À“ “∏“√≥ ÿ¢μà“ß Ê „π‡¢μ∫√‘°“√ ÿ¢¿“æ∑’Ë 10 ‰¥âπ”√–∫∫§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√¡“

‡ªìπ‡§√◊ËÕß¡◊Õ„π°“√æ—≤π“ÀâÕßªØ‘∫—μ‘°“√ ‡æ◊ËÕ √â“ß§«“¡¡—Ëπ„®„ÀâºŸâ√—∫∫√‘°“√

°“√»÷°…“π’È¡’«—μ∂ÿª√– ß§å‡æ◊ËÕª√–‡¡‘πº≈°“√æ—≤π“√–∫∫§ÿ≥¿“æ¢ÕßÀâÕßªØ‘∫—μ‘°“√‚¥¬„™ấ ‘ª‚¡‡¥≈ (CIPP model)

´÷Ëß‡ªìπ°“√ª√–‡¡‘π„π 4 ¥â“π ‰¥â·°à 1) ¥â“π∫√‘∫∑ 2) ¥â“πªí®®—¬π”‡¢â“¢Õß°“√æ—≤π“ 3) ¥â“π°√–∫«π°“√æ—≤π“ ·≈–

4) ¥â“πº≈º≈‘μ¢Õß°“√æ—≤π“ ‚¥¬‡°Á∫√«∫√«¡¢âÕ¡Ÿ≈∑ÿμ‘¬¿Ÿ¡‘¡“«‘‡§√“–Àå √«¡∂÷ß°“√ ”√«®§«“¡æ÷ßæÕ„®‚¥¬„™â·∫∫ Õ∫∂“¡

„π°≈ÿà¡‡ªÑ“À¡“¬ 2 °≈ÿà¡ ‰¥â·°à 1) ºŸâ√—∫∫√‘°“√¥à“πÀπâ“ 2)ºŸâªØ‘∫—μ‘ß“π·≈–ºŸâ∫√‘À“√/À—«Àπâ“ΩÉ“¬¢ÕßÀπà«¬ß“π„π‡¢μ

∫√‘°“√ ÿ¢¿“æ∑’Ë 10 „π™à«ß‡¥◊Õπ°√°Æ“§¡∂÷ß°—π¬“¬π

º≈°“√ª√–‡¡‘π°“√æ—≤π“√–∫∫§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√π—Èπ „π à«π¢Õß§ÿ≥¿“æ°“√„Àâ∫√‘°“√π—Èπ‡ÀÁπ‰¥â®“°º≈°“√

∑¥ Õ∫§«“¡™”π“≠√–À«à“ßÀâÕßªØ‘∫—μ‘°“√´÷Ëß¡’√“¬°“√∑¥ Õ∫ºà“πμ“¡‡°≥±å√âÕ¬≈– 82.3 ·≈–®”π«π§√—Èß¢Õß°“√

∑¥ Õ∫∑’Ë¡’º≈∂Ÿ°μâÕß√âÕ¬≈– 90.4 ¡’√–¥—∫§«“¡æ÷ßæÕ„®¢ÕßºŸâ√—∫∫√‘°“√√âÕ¬≈– 83.0 -90.0 ·≈–¡’¢âÕ√âÕß‡√’¬π ®”π«π

2-19 §√—Èß „πªïß∫ª√–¡“≥ 2552 -2556 „π à«π¢Õßª√– ‘∑∏‘¿“æ¢Õß°“√„Àâ∫√‘°“√‡ÀÁπ‰¥â®“° ∂‘μ‘°“√„Àâ∫√‘°“√∑’Ë∑—π

μ“¡°”Àπ¥¢Õß ªïß∫ª√–¡“≥ 2552-2556 §‘¥‡ªìπ√âÕ¬≈– 89.2, 97.5, 98.8, 97.6 ·≈– 95.2 μ“¡≈”¥—∫ „π à«π¢Õß

º≈≈—æ∏å®“°°“√æ—≤π“§◊Õ °“√‰¥â√—∫√Õß¡“μ√∞“π “°≈ ISO/IEC 17025:2005  ”À√—∫ÀâÕßªØ‘∫—μ‘°“√∑¥ Õ∫º≈‘μ¿—≥±å

·≈– ISO 15189  ”À√—∫ÀâÕßªØ‘∫—μ‘°“√∑“ß°“√·æ∑¬å μ≈Õ¥®π‰¥â√—∫ª√–°“»‡°’¬√μ‘§ÿ≥§«“¡‡ªìπ‡≈‘»¥â“πÀâÕßªØ‘∫—μ‘

°“√∑“ß°“√·æ∑¬å·≈– “∏“√≥ ÿ¢ ª√–®”ªï 2556 √–¥—∫‡ß‘π®“°°√–∑√«ß “∏“√≥ ÿ¢¥â«¬

°“√æ—≤π“√–∫∫§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√¢Õß»Ÿπ¬å«‘∑¬“»“ μ√å°“√·æ∑¬å∑’Ë 10 Õÿ∫≈√“™∏“π’ ¡’§«“¡ Õ¥§≈âÕß°—∫

π‚¬∫“¬¢ÕßÕß§å°√¡“μ√∞“π√–À«à“ßª√–‡∑»  Õ’°∑—Èß¡’§«“¡æ√âÕ¡„π¥â“πμà“ßÊ ‡™àπ ¡’π‚¬∫“¬¥â“π√–∫∫§ÿ≥¿“æ¢ÕßºŸâ

∫√‘À“√ ¡’°“√°”Àπ¥Àπâ“∑’Ë¢Õß∫ÿ§≈“°√∑’Ë‡°’Ë¬«¢âÕß°—∫√–∫∫§ÿ≥¿“æ ·μàßμ—Èß∫ÿ§§≈·≈–§≥–∫ÿ§§≈ √«¡∂÷ß®—¥μ—Èß

Àπà«¬ß“π¬àÕ¬¡“√—∫º‘¥™Õ∫„π°“√æ—≤π“√–∫∫§ÿ≥¿“æ μ≈Õ¥®π¡’ß∫ª√–¡“≥‡æ◊ËÕß“π¥â“π°“√ª√–°—π§ÿ≥¿“æ √«¡∂÷ß

°“√μ√«®μ‘¥μ“¡¿“¬„π¥â«¬  Õ¬à“ß‰√°Áμ“¡°“√æ—≤π“√–∫∫§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√ ‡ªìπ°√–∫«π°“√∑’ËμâÕß∑”Õ¬à“ßμàÕ‡π◊ËÕß

®÷ß®”‡ªìπ®–μâÕß‰¥â√—∫°“√ π—∫ πÿπÕ¬à“ß‡æ’¬ßæÕ‡æ◊ËÕ°“√æ—≤π“ Ÿà°“√‡ªìπÀâÕßªØ‘∫—μ‘°“√Õâ“ßÕ‘ß„π¿Ÿ¡‘¿“§Õ“‡´’¬π

§” ”§—≠: °“√ª√–°—π§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√, √–∫∫§ÿ≥¿“æ, «‘®—¬ª√–‡¡‘πº≈, »Ÿπ¬å«‘∑¬“»“ μ√å°“√·æ∑¬å

Abstract Evaluation on the Development of Laboratory Quality System Regional Medical Sciences Center
10th Ubon Ratchatani During 2009 - 2013
Supawan Ked - In*
*Regional Medical Sciences Center 10th Ubon Ratchatani

Regional Medical Sciences Center 10th Ubon Ratchatani is the medical and public health laborato-
ries which play an important role in public health surveillance and improvement for the Regional of

«“√ “√«‘®—¬√–∫∫ “∏“√≥ ÿ¢
ªï∑’Ë 8 ©∫—∫∑’Ë 2 ‡¡…“¬π-¡‘∂ÿπ“¬π 2557 ∂“∫—π«‘®—¬√–∫∫ “∏“√≥ ÿ¢



«“√ “√«‘®—¬√–∫∫ “∏“√≥ ÿ¢ ªï∑’Ë 8 ©∫—∫∑’Ë 2 ‡¡…“¬π-¡‘∂ÿπ“¬π 2557
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¿Ÿ¡‘À≈—ß·≈–‡Àμÿº≈

ÕßªØ‘∫—μ‘°“√¥â“π°“√·æ∑¬å·≈– “∏“√≥ ÿ¢ ‡ªìπ à«π

Àπ÷Ëß∑’Ë ”§—≠„π°“√ªÑÕß°—π·≈–§«∫§ÿ¡‚√§  àß‡ √‘¡ ÿ¢

¿“æ °“√√—°…“æ¬“∫“≈ ·≈–°“√§ÿâ¡§√ÕßºŸâ∫√‘‚¿§ °≈à“«§◊Õ¡’

∫∑∫“∑Àπâ“∑’Ë„π°“√‡ΩÑ“√–«—ß·≈–·°â‰¢ªí≠À“ “√≥ ÿ¢ Õ¬à“ß‡™àπ

°√≥’°“√μ√«® Õ∫º≈‘μ¿—≥±åÕ“À“√ ‡§√◊ËÕß¥◊Ë¡ ‡§√◊ËÕß ”Õ“ß

·≈–¬“√—°…“‚√§ ®”‡ªìπμâÕßÕ“»—¬ÀâÕßªØ‘∫—μ‘°“√„π°“√μ√«®

æ‘ Ÿ®πå«à“ ‘π§â“π—Èπ¡’§ÿ≥¿“æ·≈–§«“¡ª≈Õ¥¿—¬À√◊Õ‰¡à ¥—ßπ—Èπ

§«“¡∂Ÿ°μâÕß ·¡àπ¬” ·≈–§«“¡‡™◊ËÕ∂◊Õ‰¥â¢Õßº≈°“√μ√«®

«‘‡§√“–Àå®“°ÀâÕßªØ‘∫—μ‘°“√®÷ß‡ªìπ ‘Ëß ”§—≠ ·≈–À“°√«¡∂÷ß

§«“¡√«¥‡√Á«„π°“√√“¬ß“πº≈ °Á®–¬‘Ëß∑”„Àâ¢âÕ¡Ÿ≈®“°ÀâÕß

ªØ‘∫—μ‘°“√∂Ÿ°π”‰ª„™âª√–‚¬™πå‰¥âÕ¬à“ß‡μÁ¡∑’Ë √–∫∫§ÿ≥¿“æ

ÀâÕßªØ‘∫—μ‘°“√‡ªìπ°≈‰° ”§—≠„π°“√æ—≤π“ÀâÕßªØ‘∫—μ‘°“√

‡æ◊ËÕ √â“ß§«“¡¡—Ëπ„®„ÀâºŸâ√—∫∫√‘°“√«à“º≈°“√∑¥ Õ∫¡’§«“¡

∂Ÿ°μâÕß ·¡àπ¬” ‡ªìπ∑’Ë‡™◊ËÕ∂◊Õ‰¥â √«¡∑—Èß¡’°“√§«∫§ÿ¡§ÿ≥¿“æ

∑ÿ°¢—ÈπμÕπ¢Õß°“√∑”ß“π·≈– “¡“√∂μ√«® Õ∫‰¥â

»Ÿπ¬å«‘∑¬“»“ μ√å°“√·æ∑¬å∑’Ë 10 Õÿ∫≈√“™∏“π’(»Ÿπ¬åœ)

„π∞“π–ÀâÕßªØ‘∫—μ‘°“√¥â“π°“√·æ∑¬å·≈– “∏“√≥ ÿ¢ ∑’Ëμ—ÈßÕ¬Ÿà

„π¿Ÿ¡‘¿“§ ∑”Àπâ“∑’Ë‡ªìπ»Ÿπ¬å«‘™“°“√√–¥—∫‡¢μ √—∫º‘¥™Õ∫

æ◊Èπ∑’Ë„π‡¢μ∫√‘°“√ ÿ¢¿“æ∑’Ë 10 ª√–°Õ∫¥â«¬ 5 ®—ßÀ«—¥ ‰¥â·°à

®—ßÀ«—¥Õÿ∫≈√“™∏“π’ »√’ –‡°… ¬‚ ∏√ Õ”π“®‡®√‘≠ ·≈–

¡ÿ°¥“À“√ ¡’Àπâ“∑’Ë§«“¡√—∫º‘¥™Õ∫„π°“√μ√«®«‘‡§√“–Àå∑“ß

ÀâÕßªØ‘∫—μ‘°“√ ‡æ◊ËÕ π—∫ πÿπ°“√·°â‰¢ªí≠À“ “∏“√≥ ÿ¢„πæ◊Èπ∑’Ë

∑—Èß‚√§μ‘¥‡™◊ÈÕ·≈–‚√§‰¡àμ‘¥‡™◊ÈÕ Õ’°∑—Èß‡æ◊ËÕ°“√§ÿâ¡§√ÕßºŸâ

∫√‘‚¿§¥â“π “∏“√≥ ÿ¢ ·≈–‡æ◊ËÕª√–°Õ∫Õ√√∂§¥’ ‡™àπ °“√

μ√«®«‘‡§√“–Àåº≈‘μ¿—≥±åÕ“À“√ ‡§√◊ËÕß¥◊Ë¡ ¬“ ‡§√◊ËÕß ”Õ“ß √—ß ’

‡§√◊ËÕß¡◊Õ·æ∑¬å °“√μ√«®™—π Ÿμ√∑“ßæ¬“∏‘«‘∑¬“§≈‘π‘° ·≈–

æ‘…«‘∑¬“ »Ÿπ¬åœ ®÷ß‰¥âæ—≤π“√–∫∫§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√¢÷Èπ

μ—Èß·μàªïß∫ª√–¡“≥ 2538 ®π∂÷ßªí®®ÿ∫—π ·≈–¥”‡π‘π°“√

ª√–°—π§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√Õ¬à“ßμàÕ‡π◊ËÕß¡“‚¥¬μ≈Õ¥

«—μ∂ÿª√– ß§å¢Õß°“√»÷°…“π’È ‡æ◊ËÕª√–‡¡‘πº≈°“√æ—≤π“

√–∫∫§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√ ‚¥¬„™â´‘ª‚¡‡¥≈ (CIPP model)

´÷Ëß‡ªìπ°“√ª√–‡¡‘π„π¥â“πμà“ß Ê ‰¥â·°à 1) ¥â“π∫√‘∫∑ 2) ¥â“π

ªí®®—¬π”‡¢â“¢Õß°“√æ—≤π“ 3) ¥â“π°√–∫«π°“√æ—≤π“ ·≈–

4) ¥â“πº≈º≈‘μ¢Õß°“√æ—≤π“ ‡æ◊ËÕπ”‰ª Ÿà°“√æ—≤π“·≈–

ª√—∫ª√ÿßÕß§å°“√„Àâ¡’ª√– ‘∑∏‘¿“æ¡“°¬‘Ëß¢÷Èπ‡μ√’¬¡æ√âÕ¡

·≈–°â“« Ÿà¬ÿ§„À¡à„π°“√‡ªìπÀâÕßªØ‘∫—μ‘°“√Õâ“ßÕ‘ß„π¿Ÿ¡‘¿“§

Õ“‡ ’́¬π

Service Provider 10th. Laboratory Quality System was used as a parameter for customers reassuring.
To evaluate the development of laboratory quality system, the CIPP model including context, input,
process, and product evaluation was used. In this process, the secondary data was collected as well as the
questionnaires for customers, satisfaction surveys of the target groups including customers, official
workers and executive/head of the agency in the Regional of Service Provider 10th during July to
September.  The results concern the quality, efficiency of the service, and outcome of the development.
The service quality showed that 82.3% of the items passed the criteria for an inter-laboratories proficiency
testing while 90.4% of the proficiency testing showed the accurate results. The customer’s satisfaction also
showed 83.0-90.0 % and moreover, customer’s complaint showed 2-19 items in fiscal year 2009-2013. The
service efficiency showed that 89.2, 97.5, 98.8, 97.6 and 95.2% of the tests were completed by the cutoff
time in fiscal year 2009 - 2013, respectively. In addition, development outcomes are ISO/IEC 17025 for
testing laboratory; ISO 15189 for medical laboratories; and the silver award for excellence in medical and
public health laboratory of the year 2013 from the Ministry of Health.  The present study showed that the
development of the Laboratory Quality System of the Regional Medical Sciences Center 10 Ubon
Ratchathani is consistent with an organizational policy for international standard. Laboratory Quality
System is a continual improvement process which requires continuous support so as to become the
reference laboratories in the Asian region.

Key words : Laboratory Quality Assurance, Quality system, evaluation research, Regional Medical Sciences
Center
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√–‡∫’¬∫«‘∏’»÷°…“
‡ªìπ°“√»÷°…“«‘®—¬ª√–‡¡‘πº≈ (Evaluation research)

‚¥¬„™â√Ÿª·∫∫ Context Input Process Product Approach

(CIPP model) ¢Õß DL.Stufflebeam(1,2) ¡“‡ªìπ°√Õ∫·π«§‘¥

„π°“√«‘®—¬ ·≈–π”¡“ª√–¬ÿ°μå„™â„π°“√ª√–‡¡‘π°“√æ—≤π“

√–∫∫§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√ (μ“√“ß∑’Ë 1)

¢—ÈπμÕπ°“√»÷°…“ ¡’¥—ßπ’È

1. «‘‡§√“–Àå ∂“π°“√≥å·≈–«“ß·ºπ°“√¥”‡π‘πß“π

ª√–‡¡‘π∫√‘∫∑ ª√–‡¡‘π¿“«–·«¥≈âÕ¡‡æ◊ËÕæ—≤π“§«“¡

 —¡æ—π∏å·≈–§«“¡¡’‡Àμÿº≈ —¡æ—π∏å √–∫∫ “°≈ ¡“μ√∞“π

ÀâÕßªØ‘∫—μ‘°“√ ·≈–°“√«‘‡§√“–Àå∫√‘∫∑ªí®®—¬¿“¬„π

2. ‡°Á∫√«∫√«¡¢âÕ¡Ÿ≈∑ÿμ‘¬¿Ÿ¡‘ ·≈–¢âÕ¡Ÿ≈ª∞¡¿Ÿ¡‘ μ“¡

°√Õ∫·π«§«“¡§‘¥°“√ª√–‡¡‘π

3. ª√–‡¡‘πª√–‡¥Áπμ“¡°√Õ∫·π«§‘¥ (μ“√“ß∑’Ë 2)

4.  ”√«®§«“¡æ÷ßæÕ„®¢ÕßºŸâ√—∫∫√‘°“√¢Õß»Ÿπ¬åœ ·∫àß

ÕÕ°‡ªìπ 2 °≈ÿà¡‡ªÑ“À¡“¬ ¥—ßπ’È

1) ºŸâ√—∫∫√‘°“√∑’Ë¥à“πÀπâ“ ‚¥¬‡°Á∫¢âÕ¡Ÿ≈®“°ºŸâ∑’Ë¡“

√—∫∫√‘°“√ ≥ ∫√‘°“√¥à“πÀπâ“¢Õß»Ÿπ¬åœ∑ÿ°√“¬‰¡à́ È”°—π √âÕ¬≈–

100 ¢ÕßºŸâ¡“√—∫∫√‘°“√∑’Ë¥à“πÀπâ“¢Õß»Ÿπ¬åœ„π™à«ß‡¥◊Õπ

°√°Æ“§¡ - °—π¬“¬π

2) ºŸâªØ‘∫—μ‘ß“π ·≈–ºŸâ∫√‘À“√/À—«Àπâ“ΩÉ“¬¢ÕßÀπà«¬

ß“π∑’Ë‡ªìπ‡ªÑ“À¡“¬μ“¡¿“√°‘®¢Õß»Ÿπ¬åœ„π‡¢μ∫√‘°“√ ÿ¢¿“æ∑’Ë

10 ‰¥â·°à  ”π—°ß“π “∏“√≥ ÿ¢®—ßÀ«—¥(°≈ÿà¡ß“π§ÿâ¡§√ÕßºŸâ

∫√‘‚¿§¥â“π “∏“√≥ ÿ¢·≈–°≈ÿà¡ß“π§«∫§ÿ¡‚√§) ‚√ßæ¬“∫“≈

(ÀâÕßªØ‘∫—μ‘°“√™—π Ÿμ√·≈–ÀâÕß‡ÕÁ°´‡√¬å) »Ÿπ¬åÕπ“¡—¬

 ”π—°ß“π§«∫§ÿ¡‚√§ ·≈– ∂“π’μ”√«®¿Ÿ∏√  àß·∫∫ Õ∫∂“¡

∑“ß‰ª√…≥’¬å ·≈–„Àâ°≈ÿà¡‡ªÑ“À¡“¬μÕ∫·∫∫ Õ∫∂“¡ àß°≈—∫

∑“ß‰ª√…≥’¬å

5. √«∫√«¡¢âÕ¡Ÿ≈ªï 2555-2556 ·≈–∑”°“√«‘‡§√“–Àå

∑“ß ∂‘μ‘  à«π¢âÕ¡Ÿ≈¢Õßªï 2552-2554 „™â¢âÕ¡Ÿ≈®“°°“√

∑∫∑«π√–∫∫∫√‘À“√®—¥°“√ (Management Review)

º≈°“√»÷°…“

°“√ª√–‡¡‘πº≈°“√æ—≤π“√–∫∫§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√

»Ÿπ¬å«‘∑¬“»“ μ√å°“√·æ∑¬å∑’Ë 10 Õÿ∫≈√“™∏“π’ ‚¥¬®”·π°

μ“¡°√Õ∫°“√ª√–‡¡‘π ¥—ßπ’È

°“√ª√–‡¡‘π∫√‘∫∑ (Context Evaluation)

‡Àμÿº≈·≈–§«“¡®”‡ªìπ∑’ËμâÕß¡’°“√æ—≤π“√–∫∫§ÿ≥¿“æ

ÀâÕßªØ‘∫—μ‘°“√  ◊∫‡π◊ËÕß¡“®“°„π°“√‡®√®“‡æ◊ËÕ®—¥∑”‡¢μ°“√

1. ª√–‡¡‘π¿“«–·«¥≈âÕ¡‡æ◊ËÕ

æ—≤π“§«“¡ —¡æ—π∏å ·≈–

§«“¡¡’‡Àμÿº≈ —¡æ—π∏å

- √–∫∫ “°≈

- ¡“μ√∞“πÀâÕßªØ‘∫—μ‘°“√

2. °“√«‘ ‡§√“–Àå∫√‘∫∑ªí®®—¬

¿“¬„π

1. °“√°”Àπ¥π‚¬∫“¬ ç¡ÿàß¡—Ëπ

æ—≤π“ §âπ§«â“«‘®—¬ ©—∫‰«∫√‘°“√

¡“μ√∞“π “°≈é

2. ª√–°“»π‚¬∫“¬ °“√ª√–°—π

§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√

3. °“√∫√‘À“√®—¥°“√∫ÿ§≈“°√

4. °“√∫√‘À“√®—¥°“√ß∫ª√–¡“≥

5. °“√∫√‘À“√®—¥°“√‡§√◊ËÕß¡◊Õ

«— ¥ÿ·≈–Õÿª°√≥å

1. °“√æ—≤π“√–∫∫§ÿ≥¿“æ

- °“√·μàßμ—ÈßºŸâ®—¥°“√§ÿ≥¿“æ/

§≥–°√√¡°“√§ÿ≥¿“æ

- ° “ √ ®— ¥ μ—È ß ° ≈ÿà ¡ æ— ≤π “

§ÿ≥¿“æ·≈–«‘™“°“√

- °“√°”Àπ¥√–∫∫μà“ßÊ

2. °“√®—¥°“√¥â“π∫√‘À“√®—¥°“√

3. °“√®—¥°“√¥â“π«‘™“°“√

4. ° “√∑∫∑«π°“√∫√‘À “√

®—¥°“√

1. §ÿ≥¿“æ¡“μ√∞“π°“√„Àâ

∫√‘°“√

- §«“¡∂Ÿ°μâÕß (PT)

- §«“¡æ÷ßæÕ„®¢ÕßºŸâ√—∫

∫√‘°“√

- ¢âÕ√âÕß‡√’¬π

2. §«“¡√«¥‡√Á«„π°“√„Àâ

∫√‘°“√

3. °“√‰¥â√—∫°“√√—∫√ÕßÀâÕß

ªØ‘∫—μ‘°“√μ“¡¡“μ√∞“π

 “°≈

μ“√“ß∑’Ë 1 °√Õ∫·π«§‘¥„π°“√ª√–‡¡‘πº≈°“√æ—≤π“√–∫∫§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√ ‚¥¬ª√–¬ÿ°μå„™â√Ÿª·∫∫ CIPP model

°“√ª√–‡¡‘π∫√‘∫∑ °“√ª√–‡¡‘πªí®®—¬π”‡¢â“ °“√ª√–‡¡‘π°√–∫«π°“√ °“√ª√–‡¡‘πº≈º≈‘μ➞ ➞ ➞
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1. ª√–‡¡‘π¿“«–·«¥≈âÕ¡‡æ◊ËÕ æ—≤π“§«“¡ —¡æ—π∏å

·≈–§«“¡¡’‡Àμÿº≈ —¡æ—π∏å√–À«à“ß√–∫∫ “°≈

¡“μ√∞“πÀâÕßªØ‘∫—μ‘°“√

2. °“√«‘‡§√“–Àå∫√‘∫∑ªí®®—¬¿“¬„π

3. °“√°”Àπ¥π‚¬∫“¬ ç¡ÿàß¡—Ëπæ—≤π“ §âπ§«â“«‘®—¬

©—∫‰«∫√‘°“√ ¡“μ√∞“π “°≈é

4. ª√–°“»π‚¬∫“¬ °“√ª√–°—π§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√

5. °“√∫√‘À“√®—¥°“√∫ÿ§≈“°√

6. °“√∫√‘À“√®—¥°“√ß∫ª√–¡“≥

7. °“√∫√‘À“√®—¥°“√‡§√◊ËÕß¡◊Õ «— ¥ÿ·≈–Õÿª°√≥å

8. °“√æ—≤π“√–∫∫§ÿ≥¿“æ·≈–°“√°”Àπ¥√–∫∫μà“ßÊ

9. °“√®—¥°“√¥â“π∫√‘À“√®—¥°“√

10. °“√®—¥°“√¥â“π«‘™“°“√

11. °“√∑∫∑«π°“√∫√‘À“√®—¥°“√

12. §ÿ≥¿“æ¡“μ√∞“π°“√„Àâ∫√‘°“√

13. ª√– ‘∑∏‘¿“æ°“√„Àâ∫√‘°“√

14. º≈°“√æ—≤π“ - ‰¥â√—∫°“√√—∫√ÕßÀâÕßªØ‘∫—μ‘°“√

μ“¡¡“μ√∞“π “°≈

1.1 ‡Àμÿº≈·≈–§«“¡ ”§—≠ ®”‡ªìπ∑’ËμâÕß¡’°“√æ—≤π“

§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√

1.2 ¡“μ√∞“πÀâÕßªØ‘∫—μ‘°“√

1.3 §«“¡À¡“¬/°‘®°√√¡„π°“√æ—≤π“√–∫∫§ÿ≥¿“æ

2.1 ‚§√ß √â“ß √–∫∫§ÿ≥¿“æ ·≈–°“√ª√–°—π§ÿ≥¿“æ

3.1 π‚¬∫“¬√–¥—∫°√¡

3.2 °“√‰¥â√—∫°“√ π—∫ πÿπ®“°°√¡

4.1 π‚¬∫“¬√–¥—∫Àπà«¬ß“π

5.1 °“√°”Àπ¥∫∑∫“∑ Àπâ“∑’Ë§«“¡√—∫º‘¥™Õ∫¢Õß∫ÿ§≈“°√

∑’Ë‡°’Ë¬«°—∫√–∫∫§ÿ≥¿“æ·≈–°“√ª√–°—π§ÿ≥¿“æÀâÕß

ªØ‘∫—μ‘°“√

6.1 ß∫ª√–¡“≥∑’Ë‡°’Ë¬«°—∫√–∫∫§ÿ≥¿“æ·≈–°“√ª√–°—π

§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√

7.1 °“√¥”‡π‘π°“√‡°’Ë¬«°—∫‡§√◊ËÕß¡◊Õ «— ¥ÿ·≈–Õÿª°√≥å

8.1 °“√°”Àπ¥ºŸâ√—∫º‘¥™Õ∫À≈—°

- °“√·μàßμ—ÈßºŸâ®—¥°“√§ÿ≥¿“æ/ §≥–°√√¡°“√§ÿ≥¿“æ

- °“√®—¥μ—Èß°≈ÿà¡æ—≤π“§ÿ≥¿“æ·≈–«‘™“°“√

8.2 √–∫∫μà“ßÊ∑’Ë∂Ÿ°°”Àπ¥¢÷Èπ

9.1 °“√∫√‘À“√®—¥°“√μ“¡¡“μ√∞“π¥â“π°“√®—¥°“√

10.1 °“√∫√‘À“√®—¥°“√μ“¡¡“μ√∞“π¥â“π«‘™“°“√

11.1 °“√∑∫∑«π°“√∫√‘À“√®—¥°“√

12.1 §«“¡∂Ÿ°μâÕß „™âº≈°“√∑¥ Õ∫§«“¡™”π“≠√–À«à“ß

ÀâÕßªØ‘∫—μ‘°“√

12.2 º≈°“√ ”√«®§«“¡æ÷ßæÕ„®

12.3 ¢âÕ√âÕß‡√’¬π

13.1 §«“¡√«¥‡√Á«„π°“√ÕÕ°√“¬ß“πº≈∑¥ Õ∫‡∑’¬∫°—∫

¡“μ√∞“πß“π

14.1 °“√‰¥â√—∫°“√√—∫√ÕßÀâÕßªØ‘∫—μ‘°“√μ“¡¡“μ√∞“π “°≈

§â“‡ √’ (Free Trade Area) ‡ªìπ°“√‡®√®“‡æ◊ËÕ¬°‡≈‘°

¡“μ√°“√°’¥°—π∑“ß°“√§â“¥â“π¿“…’·≈–¡‘„™à¿“…’ °“√μ√«®

«‘‡§√“–Àå∑“ßÀâÕßªØ‘∫—μ‘°“√‰¥â∂Ÿ°π”¡“‡ªìπ‡ß◊ËÕπ‰¢∑“ß°“√§â“

‚≈° ∑’Ë‡√’¬°«à“¡“μ√°“√‡°’Ë¬«°—∫Õÿª √√§∑“ß‡∑§π‘§μàÕ°“√§â“

(Technical Barriers to Trade)(3,4)  àßº≈„Àâ‡°‘¥ªí≠À“„π

ªí®®ÿ∫—π§◊Õ¡’°“√°”Àπ¥°Æ√–‡∫’¬∫∑“ß¥â“π‡∑§π‘§·≈–

¡“μ√∞“π¢÷Èπ‡ªìπ®”π«π¡“° ´÷Ëß àßº≈°√–∑∫μàÕ°“√§â“

√–À«à“ßª√–‡∑» °“√μ√«®«‘‡§√“–Àå∑“ßÀâÕßªØ‘∫—μ‘°“√∑’Ëª≈“¬

∑“ß‡ªìπ°“√‡æ‘Ë¡μâπ∑ÿπ‡π◊ËÕß®“°‡ªìπ°“√μ√«®´È” ∑”„Àâ‡ ’¬

‡«≈“ ·≈–Õ“®‡°‘¥°“√‡πà“‡ ’¬¢Õß ‘π§â“‰¥â ¥—ßπ—Èπ„π‡«∑’ “°≈

μ“√“ß∑’Ë 2 °“√ª√–‡¡‘πª√–‡¥Áπμ“¡°√Õ∫·π«§‘¥

¥â“π ª√–‡¥Áπ °“√ª√–‡¡‘π

∫√‘∫∑

ªí®®—¬π”‡¢â“

°√–∫«π°“√

º≈º≈‘μ
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®÷ß¡’°“√¬Õ¡√—∫º≈°“√μ√«®«‘‡§√“–Àå´÷Ëß°—π·≈–°—π ‚¥¬Õ“»—¬

°≈‰°¢ÕßÕß§å°“√√–À«à“ßª√–‡∑»«à“¥â«¬°“√√—∫√ÕßÀâÕß

ªØ‘∫—μ‘°“√ (International Laboratory Accreditation Co-

operation, ILAC) ·≈–„π√–∫∫¿Ÿ¡‘¿“§ºà“πÕß§å°“√¿“§

æ◊Èπ‡Õ‡™’¬·ª´‘øî°«à“¥â«¬°“√√—∫√ÕßÀâÕßªØ‘∫—μ‘°“√ (Asia Pa-

cific Laboratory Accreditation Cooperation, APLAC)(5)

°√–∫«π°“√¥—ß°≈à“«¡’‡ß◊ËÕπ‰¢ ”§—≠ 2 ª√–°“√ §◊Õ ª√–°“√∑’Ë

1 Àπà«¬√—∫√Õß (Accreditation Body) ®–μâÕß≈ßπ“¡„π

Mutual Recognition Arrangement, MRA °—∫ ILAC ·≈–

APLAC ‡∑à“π—Èπ ·≈–‡ß◊ËÕπ‰¢ª√–°“√∑’Ë 2 ¡“μ√∞“π∑’Ë„™âμâÕß

‡ªìπ¡“μ√∞“π “°≈  ”À√—∫ÀâÕßªØ‘∫—μ‘°“√ ®“°‡Àμÿº≈¥—ß°≈à“«

∑”„Àâ°√¡«‘∑¬“»“ μ√å°“√·æ∑¬å°”Àπ¥π‚¬∫“¬‡°’Ë¬«°—∫

√–∫∫§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√‡ªìππ‚¬∫“¬ ”§—≠‡√◊ËÕßÀπ÷Ëß¢Õß

°√¡œ ‚¥¬°”Àπ¥À≈—°°“√®—¥√–∫∫§ÿ≥¿“æ„Àâ Õ¥§≈âÕß°—∫

¡“μ√∞“π “°≈ ISO /IEC Guide 25(6) (ªí®®ÿ∫—π‡ª≈’Ë¬π‡ªìπ

ISO/IEC 17025)

¡“μ√∞“π√–∫∫§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√ ¡’À≈“¬¡“μ√∞“π

‡™àπ

- ISO / IEC 17025 General requirements for

the competence of testing and calibration laborato-

ries ‡À¡“– ”À√—∫ÀâÕßªØ‘∫—μ‘°“√∑¥ Õ∫·≈– Õ∫‡∑’¬∫ ‡™àπ

ÀâÕßªØ‘∫—μ‘°“√μ√«®«‘‡§√“–Àåº≈‘μ¿—≥±å ÿ¢¿“æ

- ISO 15189 Medical laboratories - particular

requirements for quality and competence ‡À¡“–

 ”À√—∫ÀâÕßªØ‘∫—μ‘°“√∑“ß°“√·æ∑¬å ‡™àπ ÀâÕßªØ‘∫—μ‘°“√™—π Ÿμ√

- The Good Laboratory Practice Standard, GLP

´÷Ëß®—¥∑”‚¥¬ The Organization for Economic Co-opera-

tion and Development, OECD ‡À¡“– ”À√—∫ÀâÕßªØ‘∫—μ‘

°“√«‘®—¬

§”®”°—¥§«“¡ „π°“√æ—≤π“√–∫∫§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√

¡’¥—ßπ’È

- √–∫∫§ÿ≥¿“æ (Quality system) À¡“¬∂÷ß √–∫∫

∑’Ëª√–°Õ∫¥â«¬‚§√ß √â“ß¢ÕßÕß§å°√ Àπâ“∑’Ë§«“¡√—∫º‘¥™Õ∫

«‘∏’¥”‡π‘π°“√ ·≈–∑√—æ¬“°√

- °“√ª√–°—π§ÿ≥¿“æ (Quality assurance) À¡“¬

∂÷ß ·ºπ·≈–°“√ªØ‘∫—μ‘∑’Ë®”‡ªìπ‡æ◊ËÕ°àÕ„Àâ‡°‘¥§«“¡¡—Ëπ„®«à“

º≈‘μ¿—≥±åÀ√◊Õ∫√‘°“√‡ªìπ‰ªÕ¬à“ß¡’§ÿ≥¿“æ ‡ªìπ∑’Ëπà“æÕ„®(7)

À√◊Õ°“√ª√–°—π§ÿ≥¿“æ À¡“¬∂÷ß °“√§«∫§ÿ¡§ÿ≥¿“æ (Quality

control) °“√μ√«® Õ∫§ÿ≥¿“æ (Quality auditing) ·≈–

°“√ª√–‡¡‘π§ÿ≥¿“æ (Quality assessment)

®“°°“√«‘‡§√“–Àå∫√‘∫∑ªí®®—¬¿“¬„πæ∫«à“„π¢≥–‡√‘Ë¡

μâπ‰¡àæ∫‚§√ß √â“ß√–∫∫§ÿ≥¿“æ „π‡√◊ËÕß°“√ª√–°—π§ÿ≥¿“æ

¡’‡æ’¬ß°“√§«∫§ÿ¡§ÿ≥¿“æ°“√μ√«®∑¥ Õ∫‡∑à“π—Èπ √«¡∂÷ß

Àπâ“∑’Ë§«“¡√—∫º‘¥™Õ∫¢Õß∫ÿ§≈“°√ ·≈–«‘∏’¥”‡π‘π°“√¬—ß‰¡à

™—¥‡®π ®÷ß¬—ß‰¡à¡’À≈—°ª√–°—π§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√

°“√æ—≤π“√–∫∫§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√¢Õß»Ÿπ¬åœ ‡æ◊ËÕ

„Àâ¡’¡“μ√∞“π “°≈®÷ß¡’§«“¡‡À¡“– ¡°—∫∫√‘∫∑ ¡’§«“¡

 Õ¥§≈âÕß°—∫π‚¬∫“¬¢ÕßÕß§å°√¡“μ√∞“π√–À«à“ßª√–‡∑»

·≈–§«“¡®”‡ªìπ„π∞“π–°“√‡ªìπÀâÕßªØ‘∫—μ‘°“√

°“√ª√–‡¡‘πªí®®—¬π”‡¢â“ (Input Evaluation)

1. ºŸâ∫√‘À“√√–¥—∫ Ÿß¢Õß°√¡«‘∑¬“»“ μ√å°“√·æ∑¬å‰¥â

°”Àπ¥π‚¬∫“¬¥â“π√–∫∫§ÿ≥¿“æ‡ªìππ‚¬∫“¬ ”§—≠ ·≈–„™â

§”∑’Ë™à«¬„π°“√®¥®”π‚¬∫“¬‰¥âßà“¬ §◊Õ ç¡ÿàß¡—Ëπæ—≤π“

§âπ§«â“«‘®—¬ ©—∫‰«∫√‘°“√ ¡“μ√∞“π “°≈é ·≈–¬—ßª√“°Æ§”π’È

®πªí®®ÿ∫—π ∑”„ÀâÀπà«¬ß“π„π —ß°—¥ μâÕß‡√àß¥”‡π‘π°“√ ‡™àπ

„π√–¥—∫°√¡¡’°“√·μàßμ—ÈßºŸâÕ”π«¬°“√ª√–°—π§ÿ≥¿“æ ·≈–

°”Àπ¥√–∫∫°≈“ß ‡æ◊ËÕ π—∫ πÿπ¥â“π∫√‘À“√®—¥°“√·≈–¥â“π

«‘™“°“√·°àÀπà«¬ß“π„π —ß°—¥

2. °“√ π—∫ πÿπ®“°√–∫∫°≈“ß¢Õß°√¡ ´÷Ëß‰¥â°”Àπ¥

√–∫∫μà“ßÊ ·≈–®—¥∑”‡ªìπ‡Õ° “√‰«â¡“°¡“¬ Õ’°∑—Èß¡’°“√

ª√—∫ª√ÿß„Àâ∑—π¬ÿ§ ¡—¬Õ¬à“ßμàÕ‡π◊ËÕß‡™àπ

- §Ÿà¡◊Õ∫√‘À“√ß“πª√–°—π§ÿ≥¿“æ°√¡«‘∑¬“»“ μ√å

°“√·æ∑¬å

- Scientific Equipment Name and Coding

(SENAC)

- Scientific Equipment Maintenance and Cali-

bration (SEMAC)
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- ·π«∑“ß°“√∑¥ Õ∫§«“¡∂Ÿ°μâÕß«‘∏’«‘‡§√“–Àå

‡ªìπμâπ

3. °“√ª√–°“»π‚¬∫“¬¢ÕßºŸâ∫√‘À“√√–¥—∫Àπà«¬ß“π

‡æ◊ËÕ· ¥ß„Àâ‡ÀÁπ∂÷ß§«“¡¡ÿàß¡—Ëπ„π°“√æ—≤π“√–∫∫§ÿ≥¿“æÕ¬à“ß

·∑â®√‘ß(8)

4. °“√∫√‘À“√®—¥°“√∫ÿ§≈“°√ ®“°∫ÿ§≈“°√∑’Ë‡ªìππ—°

«‘‡§√“–Àå¡’ª√–¡“≥ 30 §π ·≈–∫ÿ§≈“°√¥â“π π—∫ πÿπ¡’

ª√–¡“≥ 35 §π ¡’°“√·μàßμ—Èß∫ÿ§≈“°√·≈–§≥–∫ÿ§§≈∑’Ë

®”‡ªìπμàÕ°“√æ—≤π“√–∫∫§ÿ≥¿“æ ‡™àπ ºŸâ®—¥°“√§ÿ≥¿“æ (Qual-

ity manager) ºŸâ®—¥°“√«‘™“°“√ (supervisor) §≥–°√√¡°“√

ª√– “πß“π°“√ª√–°—π§ÿ≥¿“æ ºŸâ§«∫§ÿ¡‡Õ° “√ ·≈–ºŸâ√—∫

μ—«Õ¬à“ß

5. °“√∫√‘À“√®—¥°“√ß∫ª√–¡“≥∑—Èß¥â“π°“√∫√‘À“√

®—¥°“√·≈–¥â“π«‘™“°“√ ‡æ◊ËÕ π—∫ πÿπ°“√ª√–°—π§ÿ≥¿“æ ‡™àπ

ß∫°“√ Õ∫‡∑’¬∫·≈–°“√∫”√ÿß√—°…“‡§√◊ËÕß¡◊Õ«‘∑¬“»“ μ√å°“√

·æ∑¬å ß∫°“√®—¥ª√–™ÿ¡ Õ∫√¡·≈– àß∫ÿ§≈“°√‡¢â“√à«¡„π°“√

æ—≤π“∫ÿ§≈“°√¥â“π°“√ª√–°—π§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√ ‡ªìπ

ª√–®”∑ÿ°ªï ´÷Ëß√«¡∑ÿ°ª√–‡¿∑·≈â«§‘¥‡ªìπ√âÕ¬≈– 4.3 - 14.5

¢Õßß∫¥”‡π‘π°“√ πÕ°®“°π—Èπ¬—ß¡’ß∫§à“‡¢â“√à«¡∑¥ Õ∫§«“¡

™”π“≠ ´÷Ëß‡√‘Ë¡¡’°“√‡°Á∫§à“ ¡“™‘°„πªï 2553 ¡’§à“„™â®à“¬ „πªï

2553 = 6,596 ∫“∑ (0.06%) ·≈–ªï 2555 = 9,025 ∫“∑ (0.1%)

6. °“√∫√‘À“√®—¥°“√‡§√◊ËÕß¡◊Õ «— ¥ÿ·≈–Õÿª°√≥å

‡§√◊ËÕß¡◊Õ«‘∑¬“»“ μ√å∑ÿ°‡§√◊ËÕß (ª√–¡“≥ 120 ‡§√◊ËÕß) ∂Ÿ°

°”Àπ¥√À— ‡§√◊ËÕß¡◊Õ∑’Ë‡ªìπ√–∫∫‡¥’¬«°—π∑—Èß°√¡œ ·≈–‰¥â√—∫

°“√¥Ÿ·≈√—°…“‡ªìπÕ¬à“ß¥’ ‚¥¬°”Àπ¥ºŸâ√—∫º‘¥™Õ∫¥Ÿ·≈‡§√◊ËÕß¡◊Õ

Õ’°∑—Èß¡’°“√‡°Á∫√—°…“ª√–«—μ‘ °“√μ‘¥μ—Èß °“√´àÕ¡·´¡ °“√

∫”√ÿß√—°…“·≈–∑”°“√ Õ∫‡∑’¬∫μ“¡¢âÕ°”Àπ¥„π Scientific

Equipment Maintenance ·≈– Calibration (SEMAC)

¢Õß°√¡«‘∑¬“»“ μ√å°“√·æ∑¬å ¡’°“√®—¥∑”¡“μ√∞“π°“√

ªØ‘∫—μ‘ß“π‡°’Ë¬«°—∫‡§√◊ËÕß¡◊Õ∑—ÈßÀ¡¥ 55 ©∫—∫ ¡’°“√ª√–‡¡‘π

ºŸâ¢“¬ ‡§√◊ËÕß¡◊Õ «— ¥ÿ·≈–Õÿª°√≥å °“√„Àâ∫√‘°“√ ·≈–§ÿ≥¿“æ

¢Õß ‘π§â“ ·≈–®—¥∑”‡ªìπ¡“μ√∞“π°“√ªØ‘∫—μ‘ß“π

°“√ª√–‡¡‘π°√–∫«π°“√ (Process Evaluation)

1. °“√æ—≤π“√–∫∫§ÿ≥¿“æ

1.1 °“√°”Àπ¥ºŸâ√—∫º‘¥™Õ∫À≈—° ¡’°“√®—¥μ—Èß°≈ÿà¡

ß“πæ—≤π“§ÿ≥¿“æ·≈–«‘™“°“√ ·≈–ºŸâ®—¥°“√§ÿ≥¿“æμ“¡§”

 —Ëß°√¡«‘∑¬“»“ μ√å°“√·æ∑¬å ‡√◊ËÕß„Àâ®—¥μ—Èß°≈ÿà¡ß“πæ—≤π“

§ÿ≥¿“æ·≈–«‘™“°“√¢÷Èπ„π∑ÿ°°Õß·≈–»Ÿπ¬åœ¿“¬„π°√¡

«‘∑¬“»“ μ√å°“√·æ∑¬å „πªïæ.».2540(9) ‚¥¬Àπâ“∑’Ë ”§—≠

ª√–°“√Àπ÷Ëß§◊Õ °“√æ—≤π“§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√ ‡ªìπÀπà«¬

ß“π°≈“ß ‡ªìπ°≈‰°°“√¥”‡π‘πß“π ‚¥¬¡’ºŸâ®—¥°“√§ÿ≥¿“æ∑”

Àπâ“∑’Ëª√– “πß“π »÷°…“¢âÕ¡Ÿ≈ ·≈–π”‡ πÕ ‘Ëß∑’ËμâÕß°“√

‡ª≈’Ë¬π·ª≈ß‡°’Ë¬«°—∫ß“πª√–°—π§ÿ≥¿“æ æ—≤π“ª√—∫ª√ÿß

·≈–√—°…“√–∫∫ª√–°—π§ÿ≥¿“æμ“¡¡“μ√∞“π ISO/IEC 17025

·≈– ¡“μ√∞“π ISO 15189

1.2 °“√°”Àπ¥√–∫∫μà“ßÊ ‡™àπ °“√ÕÕ°·∫∫√–∫∫

§«∫§ÿ¡ °“√§«∫§ÿ¡«—μ∂ÿμ—«Õ¬à“ß/ ‘Ëß àßμ√«® °“√®—¥´◊ÈÕ«— ¥ÿ

·≈–°“√μ√«® Õ∫§ÿ≥¿“æ°àÕππ”¡“„™âß“π °”Àπ¥π‚¬∫“¬

·≈–¢—ÈπμÕπ°“√‡≈◊Õ°·≈–°“√®—¥´◊ÈÕ«— ¥ÿ∑’Ë¡’º≈μàÕ§ÿ≥¿“æ

¢Õß°“√∑¥ Õ∫ μ≈Õ¥®π°“√μ√«® Õ∫§ÿ≥¿“æ ‡™àπ Õ“À“√

‡≈’È¬ß‡™◊ÈÕ °“√‡≈◊Õ°·≈–æ‘ Ÿ®πå«‘∏’«‘‡§√“–Àå °“√§«∫§ÿ¡

§ÿ≥¿“æ°“√∑¥ Õ∫ °“√μ√«® Õ∫¢âÕ¡Ÿ≈º≈°“√∑¥ Õ∫∑—Èß

°àÕπ·≈–À≈—ß àß√“¬ß“π„ÀâºŸâ√—∫∫√‘°“√ ∑—Èßπ’È∑ÿ°°√–∫«π°“√∑’Ë

°”Àπ¥¢÷Èπ‰¥â¡’°“√®—¥∑”‡ªìπ‡Õ° “√¡“μ√∞“π°“√ªØ‘∫—μ‘ß“π

‡æ◊ËÕ ◊ËÕ “√‰¥â™—¥‡®π·≈–π”‰ª Ÿà°“√ªØ‘∫—μ‘‰¥â®√‘ß μ≈Õ¥®π¡’

°“√μ√«®μ‘¥μ“¡¿“¬„π∑—Èß®“°°√¡ ·≈–√–¥—∫Àπà«¬ß“π ‡æ◊ËÕ

μ√«®μ‘¥μ“¡«à“ªØ‘∫—μ‘μ“¡¢âÕ°”Àπ¥À√◊Õ‰¡à

2. °“√®—¥°“√¥â“π∫√‘À“√®—¥°“√ ‡ªìπ‰ªμ“¡¢âÕ

°”Àπ¥°“√∫√‘À“√®—¥°“√ (Management requirements)

μ“¡¡“μ√∞“πÀâÕßªØ‘∫—μ‘°“√ √«¡ 15 ¥â“π Õ“∑‘ °“√®—¥Õß§å°√

°“√§«∫§ÿ¡‡Õ° “√ °“√§«∫§ÿ¡∫—π∑÷° ªØ‘∫—μ‘°“√·°â‰¢ ·≈–

ªØ‘∫—μ‘°“√ªÑÕß°—π ‡ªìπμâπ

3. °“√®—¥°“√¥â“π«‘™“°“√ ‡ªìπ‰ªμ“¡¢âÕ°”Àπ¥∑“ß

‡∑§π‘§ (Technical requirements) μ“¡¡“μ√∞“πÀâÕß

ªØ‘∫—μ‘°“√ √«¡ 10 ¥â“π Õ“∑‘ °“√§«∫§ÿ¡ ¿“«–·«¥≈âÕ¡ «‘∏’

∑¥ Õ∫·≈–°“√æ‘ Ÿ®πå«‘∏’ ‡√◊ËÕß‡§√◊ËÕß¡◊Õ·≈–°“√ Õ∫‡∑’¬∫

°“√ ÿà¡μ—«Õ¬à“ß ‡ªìπμâπ
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4. °“√∑∫∑«π√–∫∫∫√‘À“√®—¥°“√ ´÷Ëß‡ªìπ 1 „π 15

¥â“π¢Õß¢âÕ°”Àπ¥°“√∫√‘À“√®—¥°“√ ‡æ◊ËÕ∑∫∑«π°“√¥”‡π‘πß“π

‚¥¬‡©æ“–ªí≠À“·≈–Õÿª √√§ √–∫∫„¥¬—ß‰¡à™—¥‡®π À√◊Õ

√–∫∫„¥μâÕßª√—∫ª√ÿß ‚¥¬∑ÿ°§π„πÀπà«¬ß“πμâÕß‡¢â“√à«¡°“√

ª√–™ÿ¡π’È ´÷Ëß°”Àπ¥®—¥Õ¬à“ßπâÕ¬ªï≈– 1 §√—Èß

°“√ª√–‡¡‘πº≈º≈‘μ (Product Evaluation)

1. §ÿ≥¿“æ¡“μ√∞“π°“√„Àâ∫√‘°“√ ª√–‡¡‘π„π 3 ª√–‡¥Áπ

¥—ßπ’È

1.1 º≈°“√∑¥ Õ∫§«“¡™”π“≠√–À«à“ßÀâÕßªØ‘∫—μ‘

°“√  »Ÿπ¬åœ‰¥â‡¢â“√à«¡°“√‡ª√’¬∫‡∑’¬∫º≈√–À«à“ßÀâÕßªØ‘∫—μ‘°“√

À√◊Õ‚ª√·°√¡°“√∑¥ Õ∫§«“¡™”π“≠√–À«à“ßÀâÕßªØ‘∫—μ‘°“√

„π√“¬°“√∑’Ë ”§—≠·≈–®”‡ªìπ ‡æ◊ËÕ‡ªìπ°“√ª√–°—π§ÿ≥¿“æº≈

°“√∑¥ Õ∫ ‡æ◊ËÕ„ÀâºŸâ√—∫∫√‘°“√¡’§«“¡¡—Ëπ„®·≈–‡™◊ËÕ¡—ËπμàÕ

ÀâÕßªØ‘∫—μ‘°“√¢Õß»Ÿπ¬åœ „π™à«ßªïß∫ª√–¡“≥ 2552 - 2556

ÀâÕßªØ‘∫—μ‘°“√∑—Èß 7 ÀâÕßªØ‘∫—μ‘°“√‡¢â“√à«¡ §‘¥‡ªìπ√âÕ¬≈– 100

®”π«π 62 √“¬°“√∑¥ Õ∫ √«¡ 126 §√—Èß º≈°“√∑¥ Õ∫¡’

√“¬°“√∑’Ëºà“π°“√∑¥ Õ∫μ“¡‡°≥±å¢ÕßºŸâ®—¥ ®”π«π 51

√“¬°“√ §‘¥‡ªìπ√âÕ¬≈– 82.3 ·≈–º≈∂Ÿ°μâÕß®”π«π 114 §√—Èß

§‘¥‡ªìπ√âÕ¬≈– 90.4

1.2 §«“¡æ÷ßæÕ„®¢ÕßºŸâ√—∫∫√‘°“√  º≈°“√ ”√«®

§«“¡æ÷ßæÕ„®ªïß∫ª√–¡“≥ 2552 - 2556 · ¥ßμ“¡μ“√“ß

∑’Ë 3

1.3 ¢âÕ√âÕß‡√’¬π  „π™à«ßªïß∫ª√–¡“≥ 2552 - 2556

¡’¢âÕ√âÕß‡√’¬π®”π«π 15, 19, ‰¡à‰¥â√«∫√«¡, 7 ·≈– 2 ‡√◊ËÕß

μ“¡≈”¥—∫

2. ª√– ‘∑∏‘¿“æ„π°“√„Àâ∫√‘°“√ æ‘®“√≥“®“°§«“¡

√«¥‡√Á«„π°“√„Àâ∫√‘°“√ ‚¥¬„™â°“√√“¬ß“πº≈°“√μ√«®

«‘‡§√“–Àå‡ √Á®μ“¡√–¬–‡«≈“∑’Ë°”Àπ¥‡ªìπÀ≈—°

¡’°“√°”Àπ¥¡“μ√∞“π¢Õßß“π ·≈–π”º≈ß“π¡“‡ª√’¬∫

‡∑’¬∫ ‚¥¬°”Àπ¥ Bill of Labor §◊Õ °”Àπ¥®”π«π«—π∑’Ë„™â

„π°“√μ√«®«‘‡§√“–Àå μ—Èß·μà√—∫μ—«Õ¬à“ß √Õ°“√μ√«®«‘‡§√“–Àå

μ√«®«‘‡§√“–Àå ·≈–√“¬ß“πº≈ ‡™àπ °“√μ√«®«‘‡§√“–ÀåπÈ”¥◊Ë¡

∫√√®ÿ¢«¥‡æ◊ËÕª√–°Õ∫°“√¢Õ¢÷Èπ∑–‡∫’¬πμ”√—∫Õ“À“√ ®”π«π

«—π∑’Ë„™â„π°“√μ√«®«‘‡§√“–Àå §◊Õ 23 «—π∑”°“√ ·≈–‰¥â¡’°“√

ÕÕ°·∫∫√–∫∫ ‡¢’¬π‚ª√·°√¡§Õ¡æ‘«‡μÕ√å ®—¥‡°Á∫¢âÕ¡Ÿ≈

μ‘¥μ“¡°“√ÕÕ°√“¬ß“πº≈°“√μ√«®«‘‡§√“–Àå μ≈Õ¥®π

«‘‡§√“–Àå·≈–·°â‰¢ªí≠À“„π°√≥’∑’Ë¡’√“¬ß“πÕÕ°º≈™â“°«à“

°”Àπ¥ º≈°“√¥”‡π‘πß“π„π™à«ßªï ß∫ª√–¡“≥ 2552 - 2556

¡’¥—ßπ’È

- ®”π«πμ—«Õ¬à“ß‡©≈’Ë¬μàÕªï 18,515 μ—«Õ¬à“ß

- ®”π«πμ—«Õ¬à“ß‡©≈’Ë¬μàÕ‡¥◊Õπ 1,543 μ—«Õ¬à“ß

- ®”π«πμ—«Õ¬à“ßμË” ÿ¥ -  Ÿß ÿ¥μàÕ‡¥◊Õπ 589-2,603

μ—«Õ¬à“ß

- √âÕ¬≈–μ—«Õ¬à“ß∑’ËÕÕ°√“¬ß“π∑—πμ“¡°”Àπ¥ ªï

ß∫ª√–¡“≥ 2552 - 2556 ‡√’¬ßμ“¡≈”¥—∫ ¥—ßπ’È √âÕ¬≈–

89.2, 97.5, 98.8, 97.6 ·≈– 95.2

* ISO/IEC Guide 22: 1996 General Criteria for Supplier, s Decla-

ration of Conformity(10) ‰¥â°≈à“«∂÷ßÀ≈—°‡°≥±å∑—Ë«‰ª ”À√—∫ºŸâº≈‘μ

®”Àπà“¬ „Àâ∫√‘°“√  “¡“√∂ª√–°“»«à“Õß§å°√¢Õßμπ‡Õß‰¥â¡“μ√∞“π
°”Àπ¥„Àâ¡’°√–∫«π°“√ª√–‡¡‘π§ÿ≥¿“æ°“√¥”‡π‘π°“√‚¥¬μπ‡Õß

(First Party) ‚¥¬ºŸâ„™â∫√‘°“√ (Second Party) À√◊Õ‚¥¬∫ÿ§§≈∑’Ë 3 (Third

Party)

μ“√“ß∑’Ë 3 º≈°“√ ”√«®§«“¡æ÷ßæÕ„® ªïß∫ª√–¡“≥ 2552 - 2556

ª√–‡¥Áπ 2552 2553 2554 2555 2556

1. ®”π«π·∫∫ Õ∫∂“¡∑’ËμÕ∫°≈—∫ (©∫—∫/√âÕ¬≈–∑’ËμÕ∫°≈—∫) ‰¡àæ∫¢âÕ¡Ÿ≈ 354 / 48.5 400 / 44.84

2. √–¥—∫§«“¡æ÷ßæÕ„® (√âÕ¬≈–) - 90.0 ‰¡à‰¥â 83.0 84.1

- ¥à“πÀπâ“ 88.13 - ¥”‡π‘π°“√ 96.7 93.5

- ºŸâªÆ‘∫—μ‘°“√/ºŸâ∫√‘À“√ 80.18 - 80.55 83.28
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3. °“√‰¥â√—∫°“√√—∫√ÕßÀâÕßªØ‘∫—μ‘°“√μ“¡¡“μ√∞“π

 “°≈ „π√–¬–·√°„™â«‘∏’°“√ª√–°“»μπ‡Õß«à“‰¥â√—∫¡“μ√∞“π

ÀâÕßªØ‘∫—μ‘°“√μ“¡·π«∑“ß “°≈ ISO/IEC Guide 22: 1996*

·≈–μàÕ¡“‡¡◊ËÕª√–‡∑»‰∑¬ ¡’§«“¡æ√âÕ¡¢ÕßÀπà«¬μ√«®

√—∫√Õß (Accreditation body) ®÷ß‰¥â¢Õ°“√√—∫√Õß ´÷Ëß ”π—°

¡“μ√∞“πÀâÕßªØ‘∫—μ‘°“√ °√–∑√«ß “∏“√≥ ÿ¢ ‰¥âª√–°“»

·≈–¡Õ∫Àπ—ß ◊Õ√—∫√Õß‡æ◊ËÕ· ¥ß«à“ çÀâÕßªØ‘∫—μ‘°“√»Ÿπ¬å

«‘∑¬“»“ μ√å°“√·æ∑¬å∑’Ë 10 Õÿ∫≈√“™∏“π’ °√¡«‘∑¬“»“ μ√å

°“√·æ∑¬å ‰¥â√—∫°“√¢÷Èπ∑–‡∫’¬π‡ªìπÀâÕßªØ‘∫—μ‘°“√∑’Ëºà“π°“√

√—∫√Õß§«“¡ “¡“√∂μ“¡¡“μ√∞“π ISO/IEC 17025:2005 ·≈–

ISO 15189:2003 ·≈–¢âÕ°”Àπ¥·≈–‡ß◊ËÕπ‰¢°“√√—∫√Õß§«“¡

 “¡“√∂ÀâÕßªØ‘∫—μ‘°“√¥â“π “∏“√≥ ÿ¢¢Õß ”π—°¡“μ√∞“π

ÀâÕßªØ‘∫—μ‘°“√é „πªí®®ÿ∫—π‰¥â√—∫°“√√—∫√Õßμ“¡¡“μ√∞“π

ISO/IEC 17025 ®”π«π 6 ÀâÕßªØ‘∫—μ‘°“√ (√âÕ¬≈– 100)

22 º≈‘μ¿—≥±å 63 √“¬°“√ ·≈–‰¥â√—∫°“√√—∫√Õßμ“¡¡“μ√∞“π

ISO 15189 ®”π«π 1 ÀâÕßªØ‘∫—μ‘°“√ (√âÕ¬≈– 100) 8 ‚√§

8 √“¬°“√ √«¡§‘¥‡ªìπ√âÕ¬≈– 88.73 ¢Õß√“¬°“√∑¥ Õ∫∑’Ë

‡ªî¥„Àâ∫√‘°“√ª√–®” ·≈–‡¡◊ËÕ«—π∑’Ë 22  ‘ßÀ“§¡ 2556 ‰¥â√—∫

ª√–°“»‡°’¬√μ‘§ÿ≥§«“¡‡ªìπ‡≈‘»¥â“π§ÿ≥¿“æÀâÕßªØ‘∫—μ‘°“√

∑“ß°“√·æ∑¬å·≈– “∏“√≥ ÿ¢ ª√–®”ªï 2556 √–¥—∫‡ß‘π ª√–‡¿∑

ISO/IEC 17025 ·≈– ISO 15189 ®“°°√¡«‘∑¬“»“ μ√å°“√

·æ∑¬å °√–∑√«ß “∏“√≥ ÿ¢

«‘®“√≥å

®“°°“√ª√–‡¡‘πº≈æ∫«à“°“√æ—≤π“ÀâÕßªØ‘∫—μ‘°“√

 Õ¥§≈âÕß°—∫∫√‘∫∑ §«“¡®”‡ªìπ¢Õßª√–‡∑» ·≈–∑‘»∑“ß¢Õß

π“π“ª√–‡∑» ‡ªìπ‰ªμ“¡√–∫∫ “°≈ ¡’§«“¡ Õ¥§≈âÕß°—∫

π‚¬∫“¬¢ÕßÕß§å°√¡“μ√∞“π√–À«à“ßª√–‡∑» §«“¡®”‡ªìπ„π

∞“π–°“√‡ªìπÀâÕßªØ‘∫—μ‘°“√ ·≈–·π«‚πâ¡¢Õß°“√„™â‡∑§π‘§

°“√μ√«®«‘‡§√“–Àå∑“ßÀâÕßªØ‘∫—μ‘°“√∂Ÿ°π”¡“‡ªìπ‡ß◊ËÕπ‰¢

∑“ß°“√§â“‚≈° ∑’Ë‡√’¬°«à“¡“μ√°“√‡°’Ë¬«°—∫Õÿª √√§∑“ß

‡∑§π‘§μàÕ°“√§â“ (Technical Barriers to Trade) ´÷Ëß®–¬‘Ëß

¡’¡“°¢÷Èπ ∂÷ß·¡â«à“„π¢≥–‡√‘Ë¡μâπ‰¡àæ∫ªí®®—¬¿“¬„π¥â“π

‚§√ß √â“ß√–∫∫§ÿ≥¿“æ¢Õß»Ÿπ¬åœ „π‡√◊ËÕß°“√ª√–°—π§ÿ≥¿“æ

®÷ß¡’‡æ’¬ß°“√§«∫§ÿ¡§ÿ≥¿“æ°“√μ√«®∑¥ Õ∫‡∑à“π—Èπ
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