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°“√ª√–°—π§ÿ≥¿“æ¬“„π∫—≠™’¬“À≈—°·Ààß™“µ‘

 ÿ¢»√’  Õ÷Èß∫√‘∫Ÿ√≥å‰æ»“≈

¡“»«≈—¬  ≈‘¢‘µ∏π‡»√…∞å

‚√®π“  ‚°«‘∑«—≤πæß»å

 ”π—°¬“·≈–«—µ∂ÿ‡ æµ‘¥ °√¡«‘∑¬“»“ µ√å°“√·æ∑¬å °√–∑√«ß “∏“√≥ ÿ¢

∫∑π”

µ“¡√–‡∫’¬∫ ”π—°π“¬°√—∞¡πµ√’«à“¥â«¬°“√æ— ¥ÿ

æ.». 2535(1) °”Àπ¥„Àâ à«π√“™°“√„π —ß°—¥°√–∑√«ß

 “∏“√≥ ÿ¢ ®—¥´◊ÈÕ¬“µ“¡™◊ËÕ “¡—≠∑’Ë√–∫ÿ‰«â„π∫—≠™’¬“

À≈—°·Ààß™“µ‘∑’Ë§≥–°√√¡°“√·Ààß™“µ‘¥â“π¬“°”Àπ¥ ‰¡à

πâÕ¬°«à“√âÕ¬≈– 80 ¢Õß‡ß‘πß∫ª√–¡“≥ ÷́Ëß√“¬°“√¬“

∑’Ë√–∫ÿ„π∫—≠™’¬“À≈—°·Ààß™“µ‘‰¥â√—∫°“√°≈—Ëπ°√Õß∂÷ß

§«“¡®”‡ªìπ·≈– ¡‡Àµÿº≈„π°“√„™â¬“‚¥¬§≥–

∫∑§—¥¬àÕ °“√µ‘¥µ“¡·≈–ª√–‡¡‘π§ÿ≥¿“æº≈‘µ¿—≥±å¬“„π∫—≠™’¬“À≈—°·Ààß™“µ‘ À≈—ß°“√®—¥´◊ÈÕ·≈– àß¡Õ∫¢Õß‚√ß

æ¬“∫“≈√—∞ 385 ·Ààß ‡æ◊ËÕ √â“ß§«“¡‡™◊ËÕ¡—Ëπ·°àºŸâ„™â∫√‘°“√„π√–∫∫À≈—°ª√–°—π ÿ¢¿“æ∂â«πÀπâ“ √“¬ß“ππ’È

‡ªìπ°“√»÷°…“·∫∫ prospective study ‚¥¬ÀâÕßªØ‘∫—µ‘°“√¢Õß°√¡«‘∑¬“»“ µ√å°“√·æ∑¬å ‡æ◊ËÕ„Àâ‰¥â¢âÕ¡Ÿ≈

§ÿ≥¿“æ¬“∑’Ë®–„™â‡ªìπ·π«∑“ß„π°“√®—¥´◊ÈÕ¬“·µà≈–√“¬°“√µ“¡™◊ËÕ “¡—≠∑“ß¬“ °“√µ√«® Õ∫„™â«‘∏’«‘‡§√“–Àå

·≈–‡°≥±å¡“µ√∞“πµ“¡µ”√“¬“∑’Ë√—∞¡πµ√’ª√–°“»À√◊Õ©∫—∫„À¡à°«à“ °“√ ÿà¡µ—«Õ¬à“ß„™â«‘∏’ ÿà¡·∫∫ßà“¬ Õ¬à“ß

πâÕ¬ 3 √ÿàπº≈‘µ„π·µà≈–∑–‡∫’¬πµ”√—∫¬“ „πªïß∫ª√–¡“≥ æ.». 2547 - 2550 ‰¥âµ√«® Õ∫§ÿ≥¿“æº≈‘µ¿—≥±å¬“®“°

172 √“¬°“√„π∫—≠™’¬“À≈—°·Ààß™“µ‘ ©∫—∫ æ.». 2547 ®”π«π∑—Èß ‘Èπ 5,693 µ—«Õ¬à“ß√«¡ 1,532 ‡≈¢∑–‡∫’¬π

µ”√—∫¬“ ∑—Èßº≈‘µ„πª√–‡∑»·≈–π”‡¢â“ ‚¥¬µ—«Õ¬à“ß ‡ªìπ√Ÿª·∫∫¬“‡¡Á¥ ¬“·§ª´Ÿ≈ ¬“©’¥·≈–√Ÿª·∫∫Õ◊ËπÊ√âÕ¬

≈– 65, 13, 13 ·≈– 9 µ“¡≈”¥—∫ º≈°“√µ√«® Õ∫§ÿ≥¿“æº≈‘µ¿—≥±å¬“ æ∫«à“√âÕ¬≈– 90.0 ¢Õß®”π«π

µ—«Õ¬à“ß À√◊Õ‡∑à“°—∫√âÕ¬≈– 83.0 ¢Õß®”π«π∑–‡∫’¬πµ”√—∫¬“ ºà“π‡°≥±å¡“µ√∞“πµ“¡µ”√“¬“∑ÿ°À—«¢âÕ∑’Ë

µ√«® Õ∫ Õ’°√âÕ¬≈– 10 ¢Õß®”π«πµ—«Õ¬à“ß À√◊Õ 261 ∑–‡∫’¬πµ”√—∫¬“ ¡’§ÿ≥¿“æ‰¡à ¡Ë”‡ ¡Õ„π·µà≈–√ÿàπ

º≈‘µ À—«¢âÕÀ≈—°∑’Ëæ∫º‘¥¡“µ√∞“π §◊Õ related substances À√◊Õ chromatographic purity ·≈–°“√≈–≈“¬¢Õßµ—«¬“

 “‡Àµÿ ”§—≠§◊Õ ºŸâº≈‘µ‰¡à‰¥âª√—∫ª√ÿß§ÿ≥¿“æµ“¡‡°≥±å¡“µ√∞“π„πµ”√“¬“ ‡æ√“–∑–‡∫’¬πµ”√—∫¬“¡’Õ“¬ÿ

„™â‰¥âµ≈Õ¥‡«≈“∑’ËºŸâº≈‘µ‰¥â√—∫„∫Õπÿ≠“µº≈‘µ ¢âÕ¡Ÿ≈∑’Ë‰¥â®“°°“√»÷°…“π’È‰¥â®—¥∑” “√ π‡∑»¥â“π§ÿ≥¿“æ¬“

‡º¬·æ√à Ÿà‚√ßæ¬“∫“≈‡æ◊ËÕ°“√®—¥´◊ÈÕ¬“·≈–°“√∑∫∑«π∑–‡∫’¬πµ”√—∫¬“¢Õß ”π—°ß“π§≥–°√√¡°“√Õ“À“√·≈–¬“

‚¥¬‡ πÕ§≥–°√√¡°“√¬“æ‘®“√≥“·°â‰¢À√◊Õ‡æ‘°∂Õπ∑–‡∫’¬πµ”√—∫¬“ „π°√≥’∑’Ëæ‘ Ÿ®πå‰¥â«à“¬“π—Èπ‰¡à¡’º≈„π

°“√√—°…“

§” ”§—≠: ∫—≠™’¬“À≈—°·Ààß™“µ‘, °“√ª√–°—π§ÿ≥¿“æ¬“



°“√ª√–°—π§ÿ≥¿“æ¬“„π∫—≠™’¬“À≈—°·Ààß™“µ‘

«“√ “√«‘™“°“√ “∏“√≥ ÿ¢ ÚııÒ ªï∑’Ë Ò˜ ©∫—∫‡æ‘Ë¡‡µ‘¡ ˆ

°√√¡°“√·Ààß™“µ‘¥â“π¬“´÷Ëßª√–°Õ∫¥â«¬·æ∑¬åºŸâ-

‡™’Ë¬«™“≠„π·µà≈–‚√§·≈–‡¿ —™°√ ‡æ◊ËÕ„™â‡ªìπ

·π«∑“ß°“√„™â¬“Õ¬à“ß ¡‡Àµÿº≈·≈–™à«¬§«∫§ÿ¡§à“„™â

®à“¬¥â“π¬“∑’Ë‰¡à®”‡ªìπ‰¥â ´÷Ëß‚√ßæ¬“∫“≈™ÿ¡™π„π —ß°—¥

°√–∑√«ß “∏“√≥ ÿ¢„™âß∫ª√–¡“≥ à«π„À≠à´◊ÈÕ¬“„π

∫—≠™’¬“À≈—°·Ààß™“µ‘ ‚¥¬‡©æ“–∫—≠™’ °(2) ·≈–®“°

√–‡∫’¬∫°√–∑√«ß “∏“√≥ ÿ¢ «à“¥â«¬°“√´◊ÈÕ¬“·≈–

‡«™¿—≥±å∑’Ë¡‘„™à¬“ (©∫—∫∑’Ë 2) æ.». 2546(3) °”Àπ¥°“√

µ√«®√—∫¬“∑’Ë®—¥´◊ÈÕ„Àâ„™âÀπ—ß ◊Õ√—∫√Õß®“°ºŸâº≈‘µ ‚¥¬

‰¡àµâÕß„™âÀπ—ß ◊Õ√—∫√Õß¢ÕßÀπà«¬ß“π∑’Ë°√–∑√«ß

 “∏“√≥ ÿ¢√—∫√Õß À“°§≥–°√√¡°“√µ√«®√—∫‰¡à¡—Ëπ„®

§ÿ≥¿“æ„Àâ√Õ°“√µ√«®√—∫‰«â°àÕπ·≈–„ÀâºŸâ´◊ÈÕ àßµ—«

Õ¬à “ß‰ªµ√«®«‘ ‡§√“–Àå∑’Ë Àπà«¬ß“π∑’Ë °√–∑√«ß
 “∏“√≥ ÿ¢√—∫√Õß ´÷Ëßæ∫ªí≠À“·µà≈–‚√ßæ¬“∫“≈¡’

°“√ àßº≈‘µ¿—≥±å¬“µ√«®«‘‡§√“–Àå´È”´âÕπ°—π ‚¥¬‡ªìπ

º≈‘µ¿—≥±å¬“®“°·À≈àßº≈‘µ‡¥’¬«°—π·≈–´È”√ÿàπº≈‘µ°—π
‡ªìπ®”π«π¡“° ∑”„ÀâµâÕßµ√«®«‘‡§√“–Àåµ—«Õ¬à“ß´È”

´âÕπ·≈– ‘Èπ‡ª≈◊Õß§à“„™â®à“¬‚¥¬‰¡à®”‡ªìπ·≈–‰¡à
§√Õ∫§≈ÿ¡º≈‘µ¿—≥±å¬“®“°∑ÿ°·À≈àßº≈‘µ∑’Ë¡’„™â„π‚√ß-

æ¬“∫“≈ ¥—ßπ—Èπ°√¡«‘∑¬“»“ µ√å°“√·æ∑¬å ´÷Ëß‡ªìπ

ÀâÕßªØ‘∫—µ‘°“√¢Õß™“µ‘ ®÷ß‰¥â¥”‡π‘π°“√ª√–°—π
§ÿ≥¿“æ¬“µ“¡™◊ËÕ “¡—≠∑’Ë√–∫ÿ„π∫—≠™’¬“À≈—°·Ààß™“µ‘

©∫—∫ ªï æ.». 2547(4) ‡√‘Ë¡®“°∫—≠™’ ° ´÷Ëß„™â„π°“√

ªÑÕß°—π·≈–·°â ‰¢ªí≠À“ ÿ¢¿“æ∑’Ëæ∫∫àÕ¬ ‚¥¬°“√ ÿà¡
µ—«Õ¬à“ßº≈‘µ¿—≥±å¬“∑’Ë„™â„π‚√ßæ¬“∫“≈ À≈—ß°“√®—¥´◊ÈÕ

·≈– àß¡Õ∫ ‡æ◊ËÕµ√«® Õ∫·≈–ª√–‡¡‘π§ÿ≥¿“æ¬“ ‚¥¬

°“√ ÿà¡µ—«Õ¬à“ß‰¡à„Àâ‡°‘¥§«“¡´È”´âÕπ„π√ÿàπº≈‘µ¢Õß¬“

·µà≈–‡≈¢∑–‡∫’¬π·≈–§√Õ∫§≈ÿ¡∑ÿ°·À≈àßº≈‘µ∑’Ë¡’„™â„π

‚√ßæ¬“∫“≈¢≥–π—Èπ ´÷Ëß‡ªìπ°“√≈¥¿“√–·≈–§à“„™â®à“¬

„π°“√ ÿà¡µ—«Õ¬à“ß àßµ√«®‚¥¬‚√ßæ¬“∫“≈‡Õß ‚¥¬„™â

«‘∏’°“√µ√«® Õ∫·≈–ª√–‡¡‘π§ÿ≥¿“æµ“¡¡“µ√∞“π

µ”√“¬“∑’Ë√—∞¡πµ√’ª√–°“»(5) À√◊Õ©∫—∫„À¡à°«à“‡ªìπÀ≈—°

„πªïß∫ª√–¡“≥ æ.». 2545 ‰¥â¡’°“√»÷°…“‡ª√’¬∫

‡∑’¬∫º≈°“√µ√«® Õ∫§ÿ≥¿“æº≈‘µ¿—≥±å¬“√–À«à“ß

ÀâÕßªØ‘∫—µ‘°“√¢Õß°√¡«‘∑¬“»“ µ√å°“√·æ∑¬å„π à«π

°≈“ß§◊Õ  ”π—°¬“·≈–«—µ∂ÿ‡ æµ‘¥ ·≈–„π à«π¿Ÿ¡‘¿“§ §◊Õ

»Ÿπ¬å«‘∑¬“»“ µ√å°“√·æ∑¬å ‡æ◊ËÕ„Àâ¡—Ëπ„®„π»—°¬¿“æ

¢ÕßÀâÕßªØ‘∫—µ‘°“√«à“‡ªìπ¡“µ√∞“π‡¥’¬«°—π ·≈–

¥”‡π‘π°“√ª√–°—π§ÿ≥¿“æ¬“∑’Ë„™â„π‚√ßæ¬“∫“≈¢Õß√—∞

µ—Èß·µàªïß∫ª√–¡“≥ æ.». 2546(6)

∫—≠™’¬“À≈—°·Ààß™“µ‘ æ ». 2547

√“¬™◊ËÕ “¡—≠∑“ß¬“(generic name) ∑’ËÕ¬Ÿà„π

∫—≠™’¬“À≈—°·Ààß™“µ‘ æ.». 2547 ª√–°Õ∫¥â«¬¬“ 17

°≈ÿà¡ √«¡∑—Èß ‘Èπ 629 √“¬°“√À√◊Õ 882 √Ÿª·∫∫¬“ (dos-

age form) ‡æ√“–¡’™◊ËÕ “¡—≠∑“ß¬“∫“ß√“¬°“√∑’Ë

°”Àπ¥„ÀâÕ¬Ÿà„π∫—≠™’‰¥â¡“°°«à“ 1 √Ÿª·∫∫ ‡™àπ ¬“‡¡Á¥

‰¡à‡§≈◊Õ∫ (tablet) ·≈–¬“‡¡Á¥‡§≈◊Õ∫ (coated tablet)

‡ªìπµâπ √“¬°“√¬“∑—ÈßÀ¡¥·∫àß‡ªìπ∫—≠™’¬àÕ¬ 5 ∫—≠™’
‰¥â·°à ∫—≠™’ °. ¢. §. ß. ·≈– ®. ‚¥¬ ∫—≠™’ °. ‡ªìπ√“¬

°“√¬“¡“µ√∞“π∑’Ë„™â „π°“√ªÑÕß°—π·≈–·°â ‰¢ªí≠À“

 ÿ¢¿“æ∑’Ëæ∫∫àÕ¬·≈–§«√‡≈◊Õ°„™â‡ªìπÕ—π¥—∫·√°µ“¡¢âÕ
∫àß„™â¢Õß¬“π—Èπ

∫—≠™’ ¢. ‡ªìπ¬“∑’Ë„™â·∑π∫—≠™’ °.°√≥’∑’Ë„™â ‰¡à
‰¥âº≈ À√◊Õ„™â ‰¡à‰¥â À√◊Õ®—¥À“¬“ ∫—≠™’ °.‰¡à‰¥â

∫—≠™’ §.„™â„π‚√§‡©æ“–∑“ß‚¥¬ºŸâ™”π“≠ ·≈–

¡’√“¬≈–‡Õ’¬¥°“√ —Ëß„™âÕ◊Ëπ Ê
∫—≠™’ ß. ‡ªìπ√“¬°“√¬“∑’Ë¡’À≈“¬¢âÕ∫àß„™â „π

°“√‡∫‘°®à“¬§«√π”¢âÕ∫àß„™â·≈–‡ß◊ËÕπ‰¢‰ªª√–°Õ∫°“√

æ‘®“√≥“
∫—≠™’ ®.√“¬°“√¬“ ”À√—∫‚§√ß°“√æ‘‡»…¢Õß

Àπà«¬ß“π√—∞∑’Ë¡’°“√°”Àπ¥«‘∏’°“√„™â·≈–°“√µ‘¥µ“¡

ª√–‡¡‘π°“√„™â¬“ ‚¥¬¡’Àπà«¬ß“π√—∫º‘¥™Õ∫
πÕ°®“°π’È¬—ß¡’√“¬°“√¬“®“° ¡ÿπ‰æ√ ∫—≠™’¬“

 ”À√—∫ß“π “∏“√≥ ÿ¢¡Ÿ≈∞“π ·≈–√“¬°“√‡¿ —™µ”√—∫

‚√ßæ¬“∫“≈ ºπ«°‰«â¥â«¬
°“√ª√–°—π§ÿ≥¿“æ¬“„π∫—≠™’¬“À≈—°·Ààß™“µ‘π’È

¡’«—µ∂ÿª√– ß§å‡æ◊ËÕª√–‡¡‘π§ÿ≥¿“æº≈‘µ¿—≥±å¬“µ“¡

¡“µ√∞“π “°≈·≈–‡ªìπ¢âÕ¡Ÿ≈„π°“√∑∫∑«π∑–‡∫’¬π

µ”√—∫¬“ ·≈–‡º¬·æ√à¢âÕ¡Ÿ≈¥â“π§ÿ≥¿“æ¬“„ÀâºŸâ-

‡°’Ë¬«¢âÕß„π‚√ßæ¬“∫“≈„™â‡ªìπ·π«∑“ß„π°“√°”Àπ¥

SVIÒ˜Û˜
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§ÿ≥≈—°…≥–¢Õß¬“ (specification) ∑’Ë®—¥´◊ÈÕµ“¡

¡“µ√∞“π¥—ß°≈à“« √«¡∑—Èß‡ªìπ°“√º≈—°¥—π„ÀâºŸâº≈‘µ

‡Õ“„®„ à‡√◊ËÕß§ÿ≥¿“æ¬“‡æ◊ËÕ°“√·¢àß¢—π¡“°¢÷Èπ

«‘∏’°“√»÷°…“

‡ªìπ°“√»÷°…“·∫∫ prospective study „π

ªïß∫ª√–¡“≥ 2547-2550 ‚¥¬¡’¢Õ∫‡¢µ°“√»÷°…“

‡æ◊ËÕµ√«® Õ∫·≈–ª√–‡¡‘π§ÿ≥¿“æº≈‘µ¿—≥±å¬“µ“¡

™◊ËÕ “¡—≠∑’Ë√–∫ÿ„π∫—≠™’¬“À≈—°·Ààß™“µ‘ æ.». 2547 ∑’Ë

„™â¡“°„π‚√ßæ¬“∫“≈∑—Èß„π¥â“πª√‘¡“≥·≈–¡Ÿ≈§à“°“√

„™â√«¡ Ÿß„π 150 Õ—π¥—∫·√° ÷́Ëß√«¡∂÷ß°≈ÿà¡¬“∑’Ë¡’

§ÿ≥ ¡∫—µ‘‰¡à§ß ¿“æ °≈ÿà¡¬“∑’Ë≈–≈“¬πÈ”¬“°∑’Ë§“¥«à“¡’

ªí≠À“µâÕßµ√«®µ‘¥µ“¡ µ≈Õ¥®π¬“∑’Ë¡’°“√ª√—∫ª√ÿß¢âÕ
°”Àπ¥ (requirements) „À¡à„πµ”√“¬“ √«¡∑—Èß¬“∑’Ë¡’

°“√√“¬ß“πªí≠À“¡“¬—ß»Ÿπ¬å√«∫√«¡¢âÕ¡Ÿ≈ªí≠À“

§ÿ≥¿“æ¬“ ¢Õß°√¡«‘∑¬“»“ µ√å°“√·æ∑¬å ‚¥¬‡≈◊Õ°
√Ÿª·∫∫¬“™π‘¥°‘π·≈–¬“©’¥¡“¥”‡π‘π°“√°àÕπ

°“√ ÿà¡µ—«Õ¬à“ß

1. °”Àπ¥√“¬°“√¬“µ“¡™◊Ë Õ “¡—≠·≈–
®”π«πµ—«Õ¬à“ß·µà≈–√“¬°“√∑’ËµâÕß°“√ ÿà¡‡æ◊ËÕµ√«®

 Õ∫·≈–ª√–‡¡‘π§ÿ≥¿“æ„π·µà≈–ªï

2. ®—¥∑”·∫∫øÕ√å¡‡æ◊ËÕ„Àâ‚√ßæ¬“∫“≈°√Õ°
¢âÕ¡Ÿ≈¢Õßº≈‘µ¿—≥±å¬“·µà≈–√“¬°“√‡°’Ë¬«°—∫·À≈àßº≈‘µ

™◊ËÕ°“√§â“ √ÿàπº≈‘µ (batch / lot) ¢π“¥§«“¡·√ß ‡≈¢

∑–‡∫’¬π¬“ «—πº≈‘µ·≈–«—πÀ¡¥Õ“¬ÿ
3.  àß‡°≥±å«‘∏’¥”‡π‘πß“π (protocol) „Àâ‚√ß-

æ¬“∫“≈¢Õß√— ∞∑—È ß „π·≈–πÕ° — ß°— ¥°√–∑√«ß

 “∏“√≥ ÿ¢·≈– ”π—°ß“π “∏“√≥ ÿ¢®—ßÀ«—¥∑√“∫ ‡æ◊ËÕ
¢Õ§«“¡√à«¡¡◊Õ‚√ßæ¬“∫“≈°√Õ°¢âÕ¡Ÿ≈º≈‘µ¿—≥±å¬“∑’Ë

¡’„™â„πÀπà«¬ß“πµ“¡·∫∫øÕ√å¡„π¢âÕ(1) ·≈– àß°≈—∫

°√¡«‘∑¬“»“ µ√å°“√·æ∑¬å∑“ß‚∑√ “√À√◊Õ‰ª√…≥’¬å
4. °√¡«‘∑¬“»“ µ√å°“√·æ∑¬å∫—π∑÷°¢âÕ¡Ÿ≈∑’Ë

‰¥â√—∫®“°‚√ßæ¬“∫“≈„π‚ª√·°√¡°“√ ÿà¡µ—«Õ¬à“ßºà“π

√–∫∫§Õ¡æ‘«‡µÕ√å
5. ∑”°“√ ÿà¡‡≈◊Õ°º≈‘µ¿—≥±å¬“·µà≈–√“¬°“√

„Àâ§√Õ∫§≈ÿ¡∑ÿ°‡≈¢∑–‡∫’¬π∑—Èßº≈‘µ„πª√–‡∑»·≈–π”

‡¢â“®“°µà“ßª√–‡∑» ·≈–°√–®“¬ ÿà¡®“°‚√ßæ¬“∫“≈

µà“ß Ê „π∑ÿ°¿“§¢Õßª√–‡∑» ·≈–‰¡à„Àâ´È”√ÿàπº≈‘µ„π

·µà≈–‡≈¢∑–‡∫’¬π º≈‘µ¿—≥±å¬“∑’Ë‡≈¢∑–‡∫’¬π¬“

‡¥’¬«°—π´÷ËßÀ¡“¬∂÷ß·À≈àßº≈‘µ‡¥’¬«°—π ·µà¡’À≈“¬√ÿàπº≈‘µ

®–„™â«‘∏’ ÿà¡·∫∫ßà“¬ (simple random sampling) Õ¬à“ß

πâÕ¬ 3 √ÿàπº≈‘µµàÕ 1 ‡≈¢∑–‡∫’¬π¬“(7) °√≥’∑’Ë¡’√ÿàπº≈‘µ

‰¡à∂÷ß 3 √ÿàπ®“°¢âÕ¡Ÿ≈∑’Ë‚√ßæ¬“∫“≈ àß„Àâ°Á ÿà¡‰«â·≈– ÿà¡

‡æ‘Ë¡‡µ‘¡µàÕ‰ª

6. ·®âß√“¬°“√¬“∑’Ë∂Ÿ° ÿà¡‡≈◊Õ°„Àâ‚√ßæ¬“∫“≈

π—Èπ Ê ∑√“∫Õ¬à“ß‡√àß¥à«π ‡æ◊ËÕ àßº≈‘µ¿—≥±å¬“π—Èπ„Àâ

°√¡«‘∑¬“»“ µ√å°“√·æ∑¬å µ√«® Õ∫§ÿ≥¿“æ

°“√µ√«® Õ∫§ÿ≥¿“æ¬“
«‘∏’µ√«® Õ∫·≈–‡°≥±åÕâ“ßÕ‘ß„™â¡“µ√∞“π„π

µ”√“¬“ USP(8) À√◊Õ BP(9) ©∫—∫∑’Ë√—∞¡πµ√’ª√–°“»

À√◊Õ©∫—∫„À¡à°«à“‡ªìπ‡°≥±åµ—¥ ‘πº≈  à«πº≈‘µ¿—≥±å¬“
∑’Ë ‰¡à¡’√“¬≈–‡Õ’¬¥·≈–‡°≥±å¡“µ√∞“π„πµ”√“¬“ ®–

„™â«‘∏’·≈–‡°≥±å¡“µ√∞“π¢ÕßºŸâº≈‘µ∑’Ë‰¥â¢÷Èπ∑–‡∫’¬π‰«â
À√◊Õ«‘∏’∑’Ëæ—≤π“¢÷Èπ ´÷Ëß¡’°“√µ√«® Õ∫§«“¡∂Ÿ°µâÕß¢Õß

«‘∏’«‘‡§√“–Àå °àÕππ”‰ª„™â(11-12)

À—«¢âÕµ√«® Õ∫·≈–‡°≥±å¡“µ√∞“πµ“¡µ”√“¬“
º≈‘µ¿—≥±å¬“·µà≈–√Ÿª·∫∫À√◊Õ√Ÿª·∫∫¬“

‡¥’¬«°—π ·µàµ—«¬“ ”§—≠µà“ß°—π Õ“®¡’À—«¢âÕ„Àâµ√«®

 Õ∫§ÿ≥¿“æ (requirements) ‰¡à‡∑à“°—π ·µà¡’À—«¢âÕ
À≈—° Ê ∑’Ëµ√«® Õ∫„π∑ÿ°√Ÿª·∫∫¬“ §◊Õ ≈—°…≥–¿“¬πÕ°

°“√µ√«®‡Õ°≈—°…≥å¢Õßµ—«¬“ ·≈–°“√À“ª√‘¡“≥µ—«

¬“ ”§—≠  ”À√—∫‡°≥±å¡“µ√∞“π∑—Ë«‰ª¢Õß·µà≈–À—«¢âÕ
∑’Ëµ√«® Õ∫ ¡’√“¬≈–‡Õ’¬¥¥—ßµàÕ‰ªπ’È (¬°‡«âπ®–°”Àπ¥

‡ªìπÕ¬à“ßÕ◊Ëπ‡©æ“–∫“ßº≈‘µ¿—≥±å)

1. ≈—°…≥–¿“¬πÕ° (Appearance)
¬“‡¡Á¥ µâÕß‰¡à°√àÕπ·µ°À—° À√◊Õ ‡§≈◊Õ∫‡¡Á¥

¬“À≈ÿ¥  ’ ¡Ë”‡ ¡Õ ·§ª Ÿ́≈º‘«µâÕß‡√’¬∫ ºß¬“‰¡à™◊Èπ ¬“

πÈ”À√◊Õ¬“©’¥µâÕß‰¡àµ°µ–°ÕπÀ√◊Õ√—Ë«´÷¡ ‰¡à¡’ ‘Ëß·ª≈°

ª≈Õ¡ ¬“πÈ”·¢«πµ–°ÕπµâÕß‡ªìπ‡π◊ÈÕ‡¥’¬«°—πÀ≈—ß°“√

‡¢¬à“ ‡ªìπµâπ



°“√ª√–°—π§ÿ≥¿“æ¬“„π∫—≠™’¬“À≈—°·Ààß™“µ‘

«“√ “√«‘™“°“√ “∏“√≥ ÿ¢ ÚııÒ ªï∑’Ë Ò˜ ©∫—∫‡æ‘Ë¡‡µ‘¡ ˆ

2. °“√µ√«®‡Õ°≈—°…≥å (Identification)

‚¥¬°“√‡ª√’¬∫‡∑’¬∫ “√≈–≈“¬µ—«Õ¬à“ß°—∫

 “√≈–≈“¬ “√¡“µ√∞“π‚¥¬«‘∏’ spectrophotometry

À√◊Õ chromatography À√◊Õ «‘∏’Õ◊Ëπ Ê µ“¡∑’Ë√–∫ÿ‰«â

3. §«“¡ ¡Ë”‡ ¡Õ¢Õß¡«≈À√◊Õª√‘¡“≥µ—«¬“„π

·µà≈–Àπà«¬ (Uniformity of mass, BP À√◊Õ Unifor-

mity of dosage unit, USP) ÷́Ëß¡’°“√∑¥ Õ∫ 2 ·∫∫

¢÷Èπ°—∫ª√‘¡“≥µ—«¬“„π·µà≈–Àπà«¬ À√◊Õ‚¥¬‡ªìπ —¥ à«π

°—∫ “√∑”‡®◊Õ®“ß §◊Õ

·∫∫∑’Ë 1 À“§à“‡∫’Ë¬ß‡∫π®“°πÈ”Àπ—°‡©≈’Ë¬

(weight variation À√◊Õ uniformity of weight)

·∫∫∑’Ë 2 §«“¡ ¡Ë”‡ ¡Õ¢Õßª√‘¡“≥µ—«¬“„π

·µà≈–Àπà«¬ (content uniformity À√◊Õ uniformity of
content)

4. ‡«≈“„π°“√·µ°°√–®“¬¢Õß‡¡Á¥¬“ (Disinte-

gration)
µ”√“¬“ BP °”Àπ¥∑—Ë« Ê ‰ª ¥—ßπ’È ¬“‡¡Á¥‰¡à

‡§≈◊Õ∫ (uncoated) ≤ 15 π“∑’ ¬“‡¡Á¥‡§≈◊Õ∫øî≈å¡ ¬“
·§ª´Ÿ≈ ¬“‡ÀπÁ∫ ≤ 30 π“∑’ ¬“‡¡Á¥‡§≈◊Õ∫πÈ”µ“≈ ≤ 60

π“∑’ ·≈–¬“‡¡Á¥‡§≈◊Õ∫‡Õπ‡∑Õ√‘§ (enteric coated) µâÕß

‰¡à·µ°°√–®“¬„π ¿“«–°√¥ 2 ™—Ë«‚¡ß ·µà·µ°
°√–®“¬„π ¿“«–¥à“ß¿“¬„π 1 ™—Ë«‚¡ß

5. °“√≈–≈“¬¢Õßµ—«¬“ (Dissolution)

„™â«‘∏’µ“¡µ”√“¬“ USP ‡ªìπÀ≈—° ‡æ√“– USP

®–°”Àπ¥„Àâ∑¥ Õ∫ °“√≈–≈“¬¢Õßµ—«¬“„π ¿“«–∑’Ë

°”Àπ¥·∑π°“√∑¥ Õ∫‡«≈“„π°“√·µ°°√–®“¬¢Õß

‡¡Á¥¬“‡°◊Õ∫∑ÿ°µ”√—∫∑’Ë‡ªìπ¬“°‘π√Ÿª·∫∫¢Õß·¢Áß (oral
solid dosage form) À√◊Õ¬“πÈ”·¢«πµ–°Õπ (suspen-

sion)  ”À√—∫¬“‡¡Á¥‡§≈◊Õ∫‡Õπ‡∑Õ√‘§ µ”√“¬“ USP

°”Àπ¥„Àâµ√«®À“ª√‘¡“≥µ—«¬“∑’Ë≈–≈“¬ ´÷Ëß·µ°µà“ß
®“°µ”√“¬“ BP ∑’Ë¥Ÿ‡©æ“–°“√·µ°À√◊Õ‰¡à·µ°

°√–®“¬¢Õß‡¡Á¥¬“ ‡∑à“π—Èπ

°“√∑¥ Õ∫µ“¡ USP ª√–°Õ∫¥â«¬ 3 ¢—Èπ
µÕπ Ê ≈– 6, 6 ·≈– 12 ‡¡Á¥ √«¡ 24 ‡¡Á¥ Õ“® √ÿª

º≈‰¥âµ—Èß·µà¢—ÈπµÕπ„¥¢—ÈπµÕπÀπ÷ËßÀ√◊ÕµâÕß∑¥ Õ∫∑—Èß 3

¢—ÈπµÕπ

6. Related substances / Chromatographic

purity

°“√µ√«®À“ “√Õ◊Ëπ∑’Ë‰¡à„™àµ—«¬“ ”§—≠„πµ”√—∫

´÷ËßÕ“®‡°‘¥¢÷Èπ„π°√–∫«π°“√ —ß‡§√“–Àåµ—«¬“ ”§—≠ À√◊Õ

‡ªìπ “√ ≈“¬µ—«¢Õßµ—«¬“ ”§—≠ À√◊Õ‡ªìπ “√ °—¥√à«¡

(co- extracted) ∑’Ë‰¥â®“°°“√ °—¥µ—«¬“®“° ¡ÿπ‰æ√

7. ª√‘¡“≥µ—«¬“ ”§—≠ (Assay À√◊Õ Content of

active ingredient)

¡“µ√∞“π∑—Ë«‰ª°”Àπ¥„π™à«ß √âÕ¬≈– 90.0-

110.0 ∫“ßµ—«¬“∑’Ë¡’¥—™π’°“√√—°…“·§∫ ®–°”Àπ¥‡ªìπ

√âÕ¬≈– 95.0-105.0 ·≈–µ—«¬“∑’Ë ‰¡à§ß ¿“æ Õ“®

°”Àπ¥·µ°µà“ßÕÕ°‰ª ‡ªìπ √âÕ¬≈– 90.0-115.0 À√◊Õ
√âÕ¬≈– 95.0-110.0 ¢Õßª√‘¡“≥∑’Ë·®âß∫π©≈“°

8. §«“¡ª√“»®“°‡™◊ÈÕ (Sterility) °“√µ√«®«—¥

¢π“¥·≈–®”π«πÕπÿ¿“§ (particulate matter) ·≈–
ª√‘¡“≥ “√°àÕ‰¢â (bacterial Endotoxin, LAL test) ‡ªìπ

À—«¢âÕ§«∫§ÿ¡§ÿ≥¿“æ·≈–§«“¡ª≈Õ¥¿—¬¢Õß¬“©’¥
9. °“√ªπ‡ªóôÕπ‡™◊ÈÕ®ÿ≈‘π∑√’¬å (Microbial limit

test)

Õâ“ßÕ‘ß«‘∏’·≈–‡°≥±å¡“µ√∞“πµ“¡µ”√“¬“¢Õß
ª√–‡∑»‰∑¬(13) „πº≈‘µ¿—≥±å¬“·ºπªí®®ÿ∫—π∑—Èß™π‘¥°‘π

·≈–¬“„™â¿“¬πÕ°

10. ª√‘¡“≥πÈ” (Water) ·≈–πÈ”Àπ—°∑’ËÀ“¬‰ª

À≈—ßÕ∫·Àâß (loss on drying)

‡ªìπ°“√µ√«®ª√‘¡“≥πÈ”„πµ—«Õ¬à“ß·≈–µ√«®

À“πÈ”Àπ—°∑’ËÀ“¬‰ªÀ≈—ßÕ∫·Àâß∑’ËÕÿ≥À¿Ÿ¡‘ §«“¡¥—π ·≈–
‡«≈“∑’Ë°”Àπ¥

11. Acid Neutralizing Capacity

§«“¡ “¡“√∂„π°“√≈¥°√¥¢Õß¬“ (antacid)
„πª√‘¡“≥¬“∑’ËπâÕ¬∑’Ë ÿ¥∑’Ë·®âß∫π©≈“° ‚¥¬§”π«≥§à“

acid consumed „π‡∑Õ¡¢Õß mEq ‡™àπ‰¡àπâÕ¬°«à“ 5

mEq/‡¡Á¥À√◊Õ 15 ¡‘≈≈‘≈‘µ√
12. §«“¡‡ªìπ°√¥-‡∫  (pH)

«—¥§à“§«“¡‡ªìπ°√¥-‡∫  ¢Õß “√≈–≈“¬

SVIÒ˜Û˘
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°“√ª√–‡¡‘π§ÿ≥¿“æº≈‘µ¿—≥±å¬“

°“√∑¥ Õ∫º≈‘µ¿—≥±å¬“·µà≈–À—«¢âÕ∑“ßÀâÕß

ªØ‘∫—µ‘°“√µ“¡√–∫∫§ÿ≥¿“æ ISO 17025 À“°æ∫«à“¡’

§à“Õ¬Ÿà„π‡°≥±å¡“µ√∞“π∑’Ëµ”√“¬“°”Àπ¥ ®–√–∫ÿº≈

À—«¢âÕπ—Èπ«à“ ‡¢â“¡“µ√∞“π ·≈–√–∫ÿ«à“º‘¥¡“µ√∞“π

À“°º≈‰¡à Õ ¬Ÿà „π‡°≥±å ·≈–°“√ª√–‡¡‘π§ÿ≥¿“æ

º≈‘µ¿—≥±å¬“∑’Ë¡’À—«¢âÕ„¥À—«¢âÕÀπ÷Ëßº‘¥¡“µ√∞“π®– √ÿª

«à “º≈‘ µ¿—≥±åπ—È π ‰¡à¡’§ÿ≥¿“æµ“¡∑’Ë µ”√“¬“À√◊Õ

¡“µ√∞“π°”Àπ¥

„™â ∂‘µ‘‡™‘ßæ√√≥π“„π°“√«‘‡§√“–Àå¢âÕ¡Ÿ≈

º≈°“√»÷°…“

°“√ ÿà¡µ—«Õ¬à“ß·≈–°“√ª√–‡¡‘π§ÿ≥¿“æ
‰¥â§—¥‡≈◊Õ°√“¬°“√¬“µ“¡™◊ËÕ “¡—≠„π∫—≠™’¬“

À≈—°·Ààß™“µ‘¡“¥”‡π‘π°“√µ√«® Õ∫·≈–ª√–‡¡‘π

§ÿ≥¿“æ ®”π«π∑—Èß ‘Èπ 172 √“¬°“√ (1 √“¬°“√À¡“¬
∂÷ß 1 ™◊ËÕ “¡—≠ 1 √Ÿª·∫∫¬“) ®”·π°‡ªìπ ¬“‡¡Á¥ 94

√“¬°“√ ·§ª´Ÿ≈ 16 √“¬°“√ ¬“©’¥ 41 √“¬°“√·≈–

√Ÿª·∫∫Õ◊Ëπ 21 √“¬°“√ Õ“∑‘ ¬“πÈ” ”À√—∫°‘π ¬“À¬Õ¥µ“
¬“À¬Õ¥ÀŸ ‡ªìπµâπ ·≈–°“√ ÿà¡µ—«Õ¬à“ßº≈‘µ¿—≥±å¬“

®“°‚√ßæ¬“∫“≈∑’Ë„Àâ¢âÕ¡Ÿ≈∑—Èß ‘Èπ 385 ·Ààß ‡ªìπ¬“∑’Ë

º≈‘µ∑—Èß„πª√–‡∑»·≈–π”‡¢â“®“°µà“ßª√–‡∑» √«¡∑—Èß ‘Èπ

5,693 µ—«Õ¬à“ß®“° 1,532 ‡≈¢∑–‡∫’¬πµ”√—∫¬“ º≈

°“√ª√–‡¡‘π§ÿ≥¿“æ„π·µà≈–µ—«Õ¬à“ß æ∫«à“√âÕ¬≈– 90

¢Õß®”π«πµ—«Õ¬à“ß∑—ÈßÀ¡¥ ºà“π‡°≥±å¡“µ√∞“πµ“¡

µ”√“¬“„πÀ—«¢âÕ∑’Ëµ√«® Õ∫ Õ’°√âÕ¬≈– 10 ¢Õß

®”π«πµ—«Õ¬à“ß∑—ÈßÀ¡¥À√◊Õ 569 µ—«Õ¬à“ß√«¡ 261

∑–‡∫’¬πµ”√—∫  à«π„À≠àæ∫ªí≠À“¥â“π§ÿ≥¿“æ„π∫“ß

√ÿàπº≈‘µ (lot/batch) ·≈–¡’º≈‘µ¿—≥±å¢ÕßºŸâº≈‘µ∫“ß√“¬

‰¡àºà“π‡°≥±å¡“µ√∞“π∑ÿ°√ÿàπº≈‘µ ¿“æ√«¡· ¥ß√“¬

≈–‡Õ’¬¥„πµ“√“ß∑’Ë 1

®“°°“√ª√–‡¡‘π§ÿ≥¿“æµ—«Õ¬à“ßº≈‘µ¿—≥±å¬“

∑—ÈßÀ¡¥ æ∫«à“À—«¢âÕ∑¥ Õ∫∑’Ëæ∫ªí≠À“º‘¥¡“µ√∞“π

¡“°∑’Ë ÿ¥ ‰¥â·°à related substances, chromatographic

purity √Õß≈ß¡“§◊Õ °“√≈–≈“¬¢Õßµ—«¬“ (dissolution)

 ”À√—∫À—«¢âÕ∑’Ëºà“π‡°≥±å¡“µ√∞“π∑ÿ°µ—«Õ¬à“ß∑’Ëµ√«®

 Õ∫‰¥â·°à bacterial endotoxin, sterility, loss on dry-

ing, microbial limit test ·≈– acid neutralizing ca-
pacity

 ”À√—∫µ—«¬“„π°≈ÿà¡∑’Ë¡’ªí≠À“§«“¡‰¡à§ß ¿“æ

µ”√“¬“°”Àπ¥„Àâµ√«® Õ∫À—«¢âÕ related substances
À√◊Õ chromatographic purity À√◊Õ degradation prod-

ucts µ—«¬“∑’Ëæ∫ªí≠À“¡“°‰¥â·°à aspirin, cycloserine,
captopril, chloramphenicol, chlordiazepoxide, di-

potassium clorazepate ·≈– selegiline HCl ‡ªìπµâπ

·≈–®“°°“√ª√–‡¡‘π§ÿ≥¿“æº≈‘µ¿—≥±å¬“ æ∫«à“¬“
‡¡Á¥‡§≈◊Õ∫ “¡“√∂ªÑÕß°—π§«“¡™◊Èπ·≈–ªÑÕß°—π°“√

 ≈“¬µ—«¢Õß¬“‰¥â ·µà„π∑“ß°≈—∫°—πÕ“®∑”„Àâ¡’ªí≠À“

°“√≈–≈“¬¢Õßµ—«¬“À“°°“√‡§≈◊Õ∫‰¡à¡’ª√– ‘∑∏‘¿“æ

¡—°∑”„Àâµ—«¬“≈–≈“¬ÕÕ°¡“‰¥âπâÕ¬

µ“√“ß∑’Ë 1 º≈°“√ª√–‡¡‘π§ÿ≥¿“æπ—∫‡ªìπ®”π«πµ—«Õ¬à“ßº≈‘µ¿—≥±å¬“À√◊Õ®”π«π∑–‡∫’¬πµ”√—∫¬“ ®”·π°µ“¡·À≈àßº≈‘µ „πª√–‡∑»

·≈–π”‡¢â“

®”π«πµ—«Õ¬à“ß ®”π«π‡≈¢∑–‡∫’¬π¬“

·À≈àßº≈‘µ ∑—ÈßÀ¡¥ ®”π«πº‘¥ √âÕ¬≈–º‘¥ ∑—ÈßÀ¡¥ ®”π«πº‘¥ √âÕ¬≈–º‘¥

¡“µ√∞“π ¡“µ√∞“π ¡“µ√∞“π ¡“µ√∞“π

„πª√–‡∑» 5,241 550 10.5 1,374 252 18.3

π”‡¢â“ 452 18 4.0 158 9 5.7

√«¡ 5,693 568 10.0 1,532 261 17.0



°“√ª√–°—π§ÿ≥¿“æ¬“„π∫—≠™’¬“À≈—°·Ààß™“µ‘

«“√ “√«‘™“°“√ “∏“√≥ ÿ¢ ÚııÒ ªï∑’Ë Ò˜ ©∫—∫‡æ‘Ë¡‡µ‘¡ ˆ

®“°°“√ª√–‡¡‘πº≈‘µ¿—≥±å¬“¥â“π°“√≈–≈“¬¢Õß

µ—«¬“ æ∫µ—«¬“∑’Ë¡’ªí≠À“‰¥â·°à albendazole tablet,

indomethacin capsule, piroxicam capsule,

norfloxacin 400 mg tablet, ·≈–¬“‡¡Á¥‡§≈◊Õ∫πÈ”µ“≈

‰¥â·°à amitriptyline, chlorpromazine, perphenazine,

trifluoperazine √«¡∑—Èß¬“‡¡Á¥‡§≈◊Õ∫‡Õπ‡∑Õ√‘§ (enteric)

‡æ◊ËÕ„Àâ¬“≈–≈“¬„π≈”‰ â ‚¥¬¡’«—µ∂ÿª√– ß§å≈¥°“√

√–§“¬‡§◊ÕßµàÕ°√–‡æ“–Õ“À“√ À√◊Õµ—«¬“∑’Ë‰¡à∑π°√¥

‰¥â·°à aspirin tablet, bisacodyl tablet, diclofenac

sodium tablet, omeprazole capsule ·≈–√«¡

∂÷ßº≈‘µ¿—≥±å∑’Ë¡’°“√‡ª≈’Ë¬π·ª≈ß¡“µ√∞“π°“√∑¥ Õ∫

°“√≈–≈“¬„πµ”√“¬“ ‡™àπ carbamazepine tablet ¢Õß

ºŸâº≈‘µ∫“ß√“¬
 ”À√—∫º≈‘µ¿—≥±å¬“∑’Ë ‰¡àæ∫ªí≠À“§ÿ≥¿“æ‚¥¬

‡©æ“–Õ¬à“ß¬‘Ëß¥â“π§«“¡‰¡à§ß ¿“æ·≈–°“√≈–≈“¬

¢Õßµ—«¬“µ“¡∑’Ëµ”√“¬“°”Àπ¥„Àâ∑¥ Õ∫ √“¬≈–‡Õ’¬¥

· ¥ß„πµ“√“ß∑’Ë 2- 4

°“√∑∫∑«π∑–‡∫’¬πµ”√—∫¬“

§≥–°√√¡°“√¬“‰¥âæ‘®“√≥“·°â ‰¢À√◊Õ‡æ‘°

∂Õπ∑–‡∫’¬πµ”√—∫¬“ ®”π«π 5 ‡√◊ËÕß §◊Õ

1. ‡æ‘°∂Õπ∑–‡∫’¬πµ”√—∫¬“ cycloserine cap-

sules(14) ´÷Ëßµ√«®‰¡àæ∫µ—«¬“ ”§—≠„πµ—«Õ¬à“ß∑’Ë ÿà¡

µ√«®‡æ√“– ≈“¬µ—«À¡¥ ‡π◊ËÕß®“°µâÕß‡°Á∫„πÕÿ≥À¿Ÿ¡‘

µË”·≈–ªÑÕß°—π§«“¡™◊Èπ

2. §≥–°√√¡°“√¬“‰¥â‡æ‘°∂Õπ∑–‡∫’¬πµ”√—∫

¬“‡¡Á¥ Ibuprofen ™π‘¥‡§≈◊Õ∫πÈ”µ“≈∑—ÈßÀ¡¥ 31 µ”√—∫
(15)

3. bisacodyl tablet ´÷Ëßµ”√“¬“√–∫ÿ„Àâ‡ªìπ¬“

‡¡Á¥‡§≈◊Õ∫‡Õπ‡∑Õ√‘§ ·µàæ∫«à“¬—ß¡’º≈‘µ¿—≥±å∑’Ë‰¡à„™à¬“
‡¡Á¥‡§≈◊Õ∫‡Õπ‡∑Õ√‘§„™âÕ¬Ÿà „π‚√ßæ¬“∫“≈ §≥–-

°√√¡°“√¬“æ‘®“√≥“·≈â«¡’§” —Ëß°√–∑√«ß “∏“√≥ ÿ¢ ∑’Ë

1106/2550 ¢âÕ 1 „Àâ·°â ‰¢∑–‡∫’¬πµ”√—∫¬“‰∫´“‚§¥‘≈

µ“√“ß∑’Ë 2 º≈‘µ¿—≥±å¬“√Ÿª·∫∫µà“ßÊ∑’Ëºà“π‡°≥±å¡“µ√∞“πµ“¡µ”√“¬“∑ÿ°À—«¢âÕ∑’Ë∑¥ Õ∫√«¡∑—ÈßÀ—«¢âÕ Related substances À√◊Õ Chro-

matographic purity À√◊Õ Degradation product

≈”¥—∫∑’Ë ™◊ËÕ “¡—≠∑“ß¬“ ®”π«πµ—«Õ¬à“ß∑’Ë∑¥ Õ∫

1 amiodarone tablet 11

2 clomipramine hydrochloride tablet 4

3 levonorgestrel tablet 2

4 niclosamide tablet 18

5 nortriptyline sugar coated tablet 99

6 tramadol hydrochloride capsule 43

7 chloramphenicol sodium succinate injection 26

8 chlorpromazine hydrochloride injection 4

9 dextrose / with Sodium chloride injection 36

10 furosemide injection 38

11 meropenem injection 3

12 tramadol hydrochloride injection 16

13 salbutamol inhalation 13

√«¡ 13 √“¬°“√ 313 µ—«Õ¬à“ß
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µ“√“ß∑’Ë 3 º≈‘µ¿—≥±å¬“‡¡Á¥·≈–·§ª Ÿ́≈∑’Ëºà“π‡°≥±å¡“µ√∞“πµ“¡µ”√“¬“∑ÿ°À—«¢âÕ∑’Ë∑¥ Õ∫√«¡∑—ÈßÀ—«¢âÕ°“√≈–≈“¬¢Õßµ—«¬“ (Disso-

lution)

®”π«πµ—«Õ¬à“ß ®”π«πµ—«Õ¬à“ß
≈”¥—∫∑’Ë ™◊ËÕ “¡—≠∑“ß¬“ ≈”¥—∫∑’Ë ™◊ËÕ “¡—≠∑“ß¬“

∑’Ë∑¥ Õ∫ ∑’Ë∑¥ Õ∫

1 allopurinal tablet 47 21 medroxyprogesterone acetate tablet 11

2 amlodipine tablet 10 22 metoprolol tartrate tablet 46

3 atorvastatin film coated tablet 3 23 metronidazole tablet 10

4 azathioprine tablet 17 24 naproxen tablet 37

5 chloroquin phosphate tablet 58 25 perphenazine film coated tablet 15

6 chlorpropamide tablet 29 26 phenytoin sodium tablet 6

7 clarithromycin tablet 42 27 praziquantel tablet 29

8 clonidine HCL tablet 8 28 prazosin HCl tablet 32

9 dapsone tablet 11 29 probenecid tablet 14

10 dexamethasone tablet 16 30 propanolol HCl film coated tablet 76

11 diazepam tablet 73 31 sulfasalazine tablet 20

12 dicyclomine HCL tablet 7 32 terbutaline sulphate tablet 54

13 digoxin tablet 91 33 thiamazole (Methimazole) tablet 19

14 ethinylestradiol and levonorgestrel tablet 73 34 trihexyphenidyl HCl tablet 43

15 griseofulvin tablet 93 35 cefalexin capsule 33

16 Guaifenaesin tablet 12 36 cefdinir capsule 3

17 hydralazine HCl tablet 54 37 clofazimine capsule 7

18 hydrochlorothiazide tablet 75 38 fluconazole capsule 16

19 hydroxyzine HCI tablet 65 38 phenytoin sodium capsule 8

20 levodopa+Carbidopa tablet 26

√«¡∑—Èß ‘Èπ 39 √“¬°“√ 1,289 µ—«Õ¬à“ß

µ“√“ß∑’Ë 4 º≈‘µ¿—≥±å¬“‡¡Á¥·≈–·§ª Ÿ́≈∑’Ëºà“π‡°≥±å¡“µ√∞“πµ“¡µ”√“¬“∑ÿ°À—«¢âÕ∑’Ë∑¥ Õ∫√«¡∑—ÈßÀ—«¢âÕ Related Substances ·≈–

°“√≈–≈“¬¢Õßµ—«¬“ (Dissolution)

≈”¥—∫∑’Ë ™◊ËÕ “¡—≠∑“ß¬“ ®”π«πµ—«Õ¬à“ß∑’Ë∑¥ Õ∫

1 amitriptyline hydrochloride film coated tablet 24

2 chlorpheniramine maleate tablet 31

3 diethylcarbamazine citrate tablet 7

4 ethambutol tablet 16

5 zidovudine capsule 6

√«¡ 84



°“√ª√–°—π§ÿ≥¿“æ¬“„π∫—≠™’¬“À≈—°·Ààß™“µ‘

«“√ “√«‘™“°“√ “∏“√≥ ÿ¢ ÚııÒ ªï∑’Ë Ò˜ ©∫—∫‡æ‘Ë¡‡µ‘¡ ˆ

(bisacodyl) ™π‘¥°‘πÕÕ°ƒ∑∏‘Ï∑—π∑’ ‡ªìπ¬“™π‘¥‡§≈◊Õ∫

 ”À√—∫≈–≈“¬„π≈”‰ â (enteric coated tablet)(16)

4. dipotassium clorazepate capsules ´÷Ëßµ—«

¬“ ”§—≠ ≈“¬µ—«®“°ªí≠À“§«“¡‰¡à§ß ¿“æ(17) °Õß

§«∫§ÿ¡«—µ∂ÿ‡ æµ‘¥  ”π—°ß“π§≥–°√√¡°“√Õ“À“√

·≈–¬“√à«¡°—∫°√¡«‘∑¬“»“ µ√å°“√·æ∑¬å ‰¥â‡™‘≠ºŸâ-

ª√–°Õ∫°“√∑ÿ°√“¬∑’Ë¢÷Èπ∑–‡∫’¬πµ”√—∫¬“¥—ß°≈à“«¡“√—∫

∑√“∫ªí≠À“·≈–π”‰ª·°â ‰¢ª√—∫ª√ÿß Ÿµ√µ”√—∫·≈–

¿“™π–∫√√®ÿ„Àâ¡’§ÿ≥¿“æµ“¡∑’Ëµ”√“¬“°”Àπ¥Õ¬à“ß

‡√àß¥à«π

5. ®“°º≈°“√µ√«® Õ∫§ÿ≥¿“æ¬“æ∫«à“¡’°“√

≈–≈“¬‰¡à‡¢â“¡“µ√∞“πµ“¡µ”√—∫¬“∑’Ë√—∞¡πµ√’ª√–°“»

´÷Ëß à«π„À≠à‡ªìπ¬“∑’Ë ‰¡à°”Àπ¥¡“µ√∞“π°“√≈–≈“¬
¢Õßµ—«¬“ (dissolution)  ‰«â„π∑–‡∫’¬πµ”√—∫¬“ ®÷ß

Õ“®∑”„Àâ°“√√—°…“‰¡à ‰¥âº≈ ‰¥â¡’§” —Ëß°√–∑√«ß

 “∏“√≥ ÿ¢ ∑’Ë 390/2551(18) ‡√◊ËÕß·°â ‰¢∑–‡∫’¬πµ”√—∫
¬“„Àâ°”Àπ¥¡“µ√∞“π·≈–«‘∏’∑¥ Õ∫°“√≈–≈“¬ (disso-

lution)  ”À√—∫µ”√—∫¬“∑’Ë¢÷Èπ∑–‡∫’¬π‰«â·≈â«·≈–‡ªìπ
√“¬°“√¬“∑’Ë¡’°“√°”Àπ¥¡“µ√∞“π·≈–«‘∏’∑¥ Õ∫°“√

≈–≈“¬‰«â„πµ”√—∫¬“∑’Ë√—∞¡πµ√’ª√–°“»  µâÕß°”Àπ¥

¡“µ√∞“π°“√≈–≈“¬·≈–«‘∏’°“√∑¥ Õ∫°“√≈–≈“¬‰«â
„π∑–‡∫’¬πµ”√—∫¬“ ∑—Èßπ’È ‰¡à√«¡¬“®”æ«°«‘µ“¡‘π·≈–

‡°≈◊Õ·√à

°“√®—¥∑” “√ π‡∑»¥â“π§ÿ≥¿“æ¬“
º≈°“√ª√–‡¡‘π§ÿ≥¿“æº≈‘µ¿—≥±å¬“µ“¡

‡°≥±å¡“µ√∞“π¥—ß°≈à“« ‰¥â‡º¬·æ√à„Àâ‚√ßæ¬“∫“≈∑—Ë«

ª√–‡∑»∑—ÈßÀ¡¥ ·≈–§—¥‡≈◊Õ°º≈‘µ¿—≥±å¬“∑’Ëºà“π‡°≥±å

¡“µ√∞“π∑ÿ°À—«¢âÕÕ¬à“ßπâÕ¬ 3 √ÿàπº≈‘µ„π·µà≈–‡≈¢

∑–‡∫’¬πµ”√—∫¬“ (1 ‡≈¢∑–‡∫’¬π¬“ À¡“¬∂÷ß 1 µ—«¬“

1 √Ÿª·∫∫¬“·≈– 1 ¢π“¥§«“¡·√ß) ¡“‡º¬·æ√à„π

Àπ—ß ◊Õ ™◊ËÕ ç√“¬™◊ËÕº≈‘µ¿—≥±å¬“§ÿ≥¿“æ·≈–ºŸâº≈‘µ

(GREEN BOOK)é(19) ‚¥¬√–∫ÿ ™◊ËÕ “¡—≠∑“ß¬“ (ge-

neric name) ™◊ËÕºŸâº≈‘µ ‡≈¢∑–‡∫’¬π¬“ ™◊ËÕ∑“ß°“√§â“

¢π“¥§«“¡·√ß¢Õßµ—«¬“ ”§—≠ ·≈–À—«¢âÕ∑’Ëµ√«® Õ∫

§ÿ≥¿“ææ√âÕ¡§”Õ∏‘∫“¬·≈–§«“¡√Ÿâ∑“ß«‘™“°“√∑’Ë

‡°’Ë¬«¢âÕß‰«â„π¿“§ºπ«° „π°√≥’∑’Ë¡’ªí≠À“„π°“√§—¥

‡≈◊Õ°®–π”‡Õ° “√°“√¢÷Èπ∑–‡∫’¬πµ”√—∫¬“π—Èπ¡“

æ‘®“√≥“¥â«¬ ·≈–‰¥â‡º¬·æ√à·≈â«®”π«π 4 ‡≈à¡√«¡

¢âÕ¡Ÿ≈º≈‘µ¿—≥±å¬“®”·π°µ“¡ª√–‡¿∑¢Õß¬“‰¥â 18 °≈ÿà¡

¡’√“¬™◊ËÕº≈‘µ¿—≥±å¬“µ“¡™◊ËÕ “¡—≠®”π«π 203 √“¬°“√

√«¡ 747 ‡≈¢∑–‡∫’¬πµ”√—∫¬“ ÷́Ëß‰¥â‡º¬·æ√àºà“π ‡§√◊Õ

¢à“¬Õ‘π‡∑Õ√å‡πµ∑’Ë webdb.dmsc.moph.go.th/ifc_drug

«‘®“√≥å

°“√ ÿà¡µ—«Õ¬à“ß·≈–ª√–‡¡‘π§ÿ≥¿“æ

„π°“√ ÿà¡µ—«Õ¬à“ßº≈‘µ¿—≥±å¬“®“°¢âÕ¡Ÿ≈∑’Ë‰¥â

√—∫®“°‚√ßæ¬“∫“≈∑—Ë«ª√–‡∑» „™â«‘∏’°“√ ÿà¡·∫∫ßà“¬

(simple random sampling) °“√‡≈◊Õ°µ—«Õ¬à“ß°”Àπ¥
‰ª∑’Ë¢π“¥¢Õßµ—«Õ¬à“ß„π·µà≈–‡≈¢∑–‡∫’¬π¬“∑’Ëπ”¡“

µ√«® Õ∫§ÿ≥¿“æ„Àâ‡æ’¬ßæÕ ”À√—∫‡°Á∫¢âÕ¡Ÿ≈‰ª

«‘‡§√“–Àå‡æ◊ËÕ∑¥ Õ∫∑“ß ∂‘µ‘·≈–·ª≈º≈®“°°“√
∑¥ Õ∫∑“ßÀâÕßªØ‘∫—µ‘°“√ ÕÕ°¡“‡æ◊ËÕ„Àâπà“‡™◊ËÕ∂◊Õ(20) ́ ÷Ëß

°”Àπ¥‰«â 3 √ÿàπº≈‘µ„π·µà≈–∑–‡∫’¬πµ”√—∫¬“  ”À√—∫

¢’¥®”°—¥¢Õß°“√ ÿà¡µ—«Õ¬à“ß §◊Õ‰¡à “¡“√∂ ÿà¡
º≈‘µ¿—≥±å¬“§≈Õ∫§≈ÿ¡∑ÿ°·À≈àßº≈‘µ∑’Ë¢÷Èπ∑–‡∫’¬π‰«â

°—∫ ”π—°ß“π§≥–°√√¡°“√Õ“À“√·≈–¬“ ‡æ√“– “‡Àµÿ

2 ª√–°“√§◊Õ º≈‘µ¿—≥±å¬“π—Èπ‰¡à¡’„™â„π‚√ßæ¬“∫“≈ ≥

™à«ß‡«≈“∑’Ë ÿà¡ À√◊Õ‡æ√“–º≈‘µ¿—≥±åπ—Èπ‰¡à¡’°“√º≈‘µ

ÕÕ°®”Àπà“¬À≈—ß®“°‰¥â¢÷Èπ∑–‡∫’¬π‰«â √«¡∂÷ßº≈‘µ-

¿—≥±å¬“∑’Ëπ”‡¢â“®“°µà“ßª√–‡∑» ‚¥¬‡©æ“–Õ¬à“ß¬‘Ëß¬“
µâπ·∫∫ ÷́Ëß‰¥â√—∫¢âÕ¡Ÿ≈®“°‚√ßæ¬“∫“≈Õ¬à“ß®”°—¥

‡æ√“–¬“¡’√“§“·æßÀ√◊Õ‚√ßæ¬“∫“≈‰¡à ß —¬„π§ÿ≥¿“æ

‡™àπ‡¥’¬«°—∫µ—«Õ¬à“ßª√–‡¿∑¬“©’¥´÷Ëß„π°“√µ√«®

«‘‡§√“–ÀåµâÕß„™â®”π«π¡“° ‰¡à ‰¥â√—∫¢âÕ¡Ÿ≈®“°‚√ß-

æ¬“∫“≈‡æ◊ËÕ ÿà¡µ—«Õ¬à“ß‡™àπ°—π‡æ√“–‚√ßæ¬“∫“≈¡’

°“√‡°Á∫µÿπ¬“‰«â®”π«π‡∑à“∑’Ë®”‡ªìπµâÕß„™â ·≈–

‡π◊ËÕß®“°¬—ß‰¡à¡’°“√™¥‡™¬¬“∑’Ë àßµ√«®∑”„Àâ ‚√ß-

æ¬“∫“≈µâÕß‡ ’¬§à“„™â®à“¬°—∫µ—«Õ¬à“ß∑’Ë∂Ÿ° ÿà¡µ√«®·¡â

‰¡àµâÕß‡ ’¬§à“„™â®à“¬„π°“√µ√«®«‘‡§√“–Àå°Áµ“¡ ́ ÷Ëß°√¡-
«‘∑¬“»“ µ√å°“√·æ∑¬å‰¥âª√– “π°—∫ ¡“§¡ºŸâº≈‘µ¬“
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„πª√–‡∑»·≈–ºŸâπ”‡¢â“‡æ◊ËÕ¢Õ§«“¡√à«¡¡◊Õ„π°“√

™¥‡™¬¬“·°à‚√ßæ¬“∫“≈∑’Ë àßµ√«® Õ∫§ÿ≥¿“æµàÕ‰ª

°“√„™â«‘∏’«‘‡§√“–Àå·≈–¡“µ√∞“πµ“¡µ”√“¬“

„π°“√µ√«® Õ∫§ÿ≥¿“æ ‡π◊ËÕß®“°‡ªìπ«‘∏’·≈–‡°≥±å

¡“µ√∞“π “°≈∑’Ë¡’°“√æ—≤π“¥â“π«‘™“°“√Õ¬à“ßµàÕ‡π◊ËÕß

´÷Ëß„π·µà≈–∑–‡∫’¬πµ”√—∫¬“πÕ°®“°¡’«‘∏’∑’ËÀ≈“°À≈“¬

·≈â« ∑–‡∫’¬πµ”√—∫¬“‡°à“¡—°‰¡à¡’°“√ª√—∫ª√ÿßÀ—«¢âÕ

°“√§«∫§ÿ¡§ÿ≥¿“æ„Àâ‡ªìπªí®®ÿ∫—πµ“¡µ”√“¬“∑’Ë

√—∞¡πµ√’ª√–°“»À√◊Õ©∫—∫„À¡à°«à“Õ“®∫àß∫Õ°§ÿ≥¿“æ

¢Õßº≈‘µ¿—≥±å¬“‰¥â ‰¡à§√∫∂â«π ·¡â¡’°“√ª√–°“»

√—∫√Õßµ”√“¬“©∫—∫„À¡à‡ªìπ√–¬–Ê·µà®–‰¡à¡’º≈¬âÕπ

À≈—ß„π∑–‡∫’¬πµ”√—∫¬“‡°à“∑’Ë‰¥â‡≈¢∑–‡∫’¬π·≈â« ‡æ√“–

∑–‡∫’¬πµ”√—∫¬“¡’Õ“¬ÿ„™â ‰¥âµ≈Õ¥‡«≈“∑’Ë ‰¥â√—∫„∫
Õπÿ≠“µº≈‘µ¬“·ºπªí®®ÿ∫—π(21) µ“¡∑’Ë√–∫ÿ‰«â„π„∫ ”-

§—≠°“√¢÷Èπ∑–‡∫’¬πµ”√—∫¬“·ºπªí®®ÿ∫—π (·∫∫ ∑.¬. 2)

¥—ßπ—Èπ°“√·°â ‰¢À√◊Õ‡æ‘°∂Õπ∑–‡∫’¬πµ”√—∫¬“µâÕßπ”
¢âÕ¡Ÿ≈‡À≈à“π’È‡ πÕ§≥–°√√¡°“√¬“æ‘®“√≥“‡ªìπ√“¬

°√≥’ Õ¬à“ß‰√°Áµ“¡º≈‘µ¿—≥±å¬“∑’Ëºà“π‡°≥±å°“√µ√«®
 Õ∫µ“¡¡“µ√∞“πµ”√“¬“‡À≈à“π’È ¬àÕ¡ √â“ß§«“¡

¡—Ëπ„®„π§ÿ≥¿“æ¢Õßº≈‘µ¿—≥±å¬“‰¥â„π√–¥—∫Àπ÷Ëß  ”À√—∫

º≈‘µ¿—≥±å¬“∑’Ë ‰¡àºà“π‡°≥±åµ“¡µ”√“¬“ ÷́ËßÕ“®‰¡àµ√ß
°—∫‡°≥±å∑’ËºŸâº≈‘µ‰¥â¢÷Èπ∑–‡∫’¬π‰«â À√◊ÕºŸâº≈‘µ‰¡à ‰¥â

°”Àπ¥À—«¢âÕπ—Èπ‰«â„π∑–‡∫’¬π¬“ à«π„À≠à‡ªìπ À—«¢âÕ
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Abstract Drug Quality Assurance under the National List of Essential Medicines
Sooksri Ungboriboonpisal, Masvalai Likittanaset, Rojana Kovitwatanapong,
Bureau of Drug & Narcotic, Department of Medical Sciences, Ministry of Public Health.
Journal of Health Science 2008; 17:SVI1736-46.

The monitoring and evaluation of products quality of drugs in stocks of 385 government hos-
pitals after purchase and delivery was conducted. The quality assurance of drugs is crucial to the
success of treatment programmes.  In this survey of drug quality, at least 3 production lots of each
registered products selected by simple random sampling were sent from hospitals in each region of
the country to a designated laboratory during fiscal years 2004-2007, covering 172 drugs in the
National List of Essential Medicines, B.E. 2004. A total of 5,693 samples or 1,532 registered prod-
ucts, both locally manufactured and imported, were analyzed according to the official or current
pharmacopeial requirements by the national laboratories, Department of Medical Sciences. The
results revealed that 90.0 percent of the total samples or only 83.0 percent of registered products
conformed to the pharmacopeial standards. Of the 10.0 percent of total samples or 261 registered
products, only some batches were found to be substandard. The major problems were related sub-
stances, chromatographic purity and dissolution respectively. One important finding was that poor
registered products were often associated with manufacturers’ failure on quality control revision-
under protective status of life-long registration- as legally specified in the improved official phar-
macopeia because of life-long registration.  Finally, the information regarding the drugs quality
obtained from this study would be helpful for healthcare providers in making decisions on product
selection as well as for the Drug Committee for editing the National List of Essential Medicines and/
or withdrawal of any drug products once scientifically proven to be substandard.
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