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√».πæ. ¡»—°¥‘Ï  ‡∑’¬¡‡°à“
 “¢“«‘™“ª√– “∑«‘∑¬“ ¿“§«‘™“Õ“¬ÿ√»“ µ√å §≥–·æ∑¬»“ µ√å ¡À“«‘∑¬“≈—¬¢Õπ·°àπ

Generic VS Original Antiepileptic Drugs

Recent Advances

∫∑π”
‚√§≈¡™—°‡ªìπ‚√§∑“ß√–∫∫ª√– “∑∑’Ëæ∫

∫àÕ¬‡ªìπÕ—π¥—∫µâπÊ §«“¡™ÿ°ª√–¡“≥√âÕ¬≈– 1

¢Õßª√–™“°√ ≈—°…≥–°“√¥”‡π‘π‚√§‡ªìπ‚√§‡√◊ÈÕ√—ß

µâÕß√—∫°“√√—°…“Õ¬à“ßµàÕ‡π◊ËÕß®π°√–∑—Ëß‰¡à¡’Õ“°“√

™—°‡ªìπ√–¬–‡«≈“Õ¬à“ßπâÕ¬ 2-5 ªï ª√–°Õ∫°—∫„π

™à«ßÀ≈—ßπ‚¬∫“¬¢Õß‡°◊Õ∫∑ÿ°‚√ßæ¬“∫“≈æ¬“¬“¡

º≈—°¥—π„Àâ„™â¬“ generic ·∑π¬“ original ‡æ◊ËÕ

µâÕß°“√ª√–À¬—¥§à“„™â®à“¬ ‡π◊ËÕß®“°√“§“¬“ generic

®–∂Ÿ°°«à“¬“ original À≈“¬‡∑à“µ—« ®÷ßª√–‡¡‘π‰¥â

«à“‡¡◊ËÕ„™â¬“ generic ®–ª√–À¬—¥§à“„™â®à“¬‰¥â‡ªìπ

Õ¬à“ß¡“° Õ¬à“ß‰√°Áµ“¡‡¡◊ËÕ¡’°“√‡ª≈’Ë¬π®“°¬“

original ‡ªìπ¬“ generic ºŸâªÉ«¬ à«πÀπ÷Ëß¡’Õ“°“√

™—°‡°‘¥¢÷Èπ ´÷Ëß¡’º≈‡ ’¬µàÕ‡π◊ËÕß®“°°“√™—°À≈“¬

ª√–°“√ ‡™àπ Õÿ∫—µ‘‡Àµÿ®“°°“√™—° µâÕßπÕπ√—°…“

„π‚√ßæ¬“∫“≈ ‰¡à “¡“√∂¢—∫√∂¬πµå‰¥â √«¡∑—Èßº≈

°√–∑∫∑“ß¥â“π®‘µ„® ´÷Ëß‡√“Õ“®≈◊¡§‘¥∂÷ß§à“„™â®à“¬

∑—Èß∑“ßµ√ß·≈–∑“ßÕâÕ¡∑’Ë‡°‘¥®“°°“√™—°´È”À≈—ß®“°

‡ª≈’Ë¬π¬“°—π™—°

«—µ∂ÿª√– ß§å¢Õß∫∑§«“¡π’ÈµâÕß°“√„ÀâºŸâÕà“π

‰¥â∑√“∫∂÷ß¡ÿ¡¡Õßµà“ßÊ ∑’ËµâÕßæ‘®“√≥“„Àâ§√∫

∑ÿ°ª√–‡¥Áπ ¡‘‰¥â¡’«—µ∂ÿª√– ß§å∑’ËµâÕß°“√„Àâ„™â¬“

original ·∑π¬“ generic √«¡∑—ÈßºŸâ‡¢’¬π¡‘‰¥â¡’

º≈ª√–‚¬™πå∑—∫´âÕπ°—∫∫√‘…—∑∑’Ë®”Àπà“¬¬“ original

„¥ Ê ª√–‡¥Áπ∑’ËµâÕßæ‘®“√≥“ ‰¥â·°à

1. ∏√√¡™“µ‘¢Õß‚√§

2. §ÿ≥ ¡∫—µ‘¢Õß¬“°—π™—°

3. °“√ª√–‡¡‘π¬“ generic

4. º≈°√–∑∫®“°°“√™—° È́”

5. π‚¬∫“¬√–¥—∫ª√–‡∑»

6.  ‘∑∏‘ºŸâªÉ«¬

1. ∏√√¡™“µ‘¢Õß‚√§
ºŸâªÉ«¬‚√§≈¡™—°¡’°“√µÕ∫ πÕßµàÕ¬“°—π

™—°·µ°µà“ß°—π¢÷ÈπÕ¬Ÿà°—∫™π‘¥°“√™—°·≈–°“√

µÕ∫ πÕß¢ÕßºŸâªÉ«¬·µà≈–√“¬°Á¡’§«“¡·µ°µà“ß

°—π∑—Èß¢π“¥¢Õß¬“ ®”π«π¬“°—π™—° 1, 2 À√◊Õ 3 ™π‘¥

Õ“®‡π◊ËÕß¡“®“° “‡Àµÿ°“√‡°‘¥‚√§¢ÕßºŸâªÉ«¬·µà≈–

√“¬·µ°µà“ß°—π  √«¡∑—Èß pharmacogenomics

¥—ß®–‡ÀÁπ‰¥â®“°ºŸâªÉ«¬∑’Ë¡’™π‘¥¢Õß°“√™—°  “‡Àµÿ

‡¥’¬«°—π  Õ“¬ÿ„°≈â‡§’¬ß°—π ·µà°ÁµÕ∫ πÕßµàÕ¬“

°—π™—°·µ°µà“ß°—π  ∑—Èß™π‘¥·≈–¢π“¥¢Õß¬“°—π™—°

πÕ°®“°π’ÈºŸâªÉ«¬∫“ß√“¬¡’‚√§ª√–®”µ—«Õ¬à“ßÕ◊Ëπ

´÷ËßµâÕß√—∫ª√–∑“π¬“√—°…“√à«¡¥â«¬ ´÷ËßÕ“®°àÕ„Àâ

‡°‘¥Õ—πµ√°√‘¬“√–À«à“ß¬“ (drug interaction) ‰¥â
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2. §ÿ≥ ¡∫—µ‘¢Õß¬“°—π™—°
¬“°—π™—° à«π„À≠à¡’ therapeutic index

§àÕπ¢â“ß·§∫ ∫“ß™π‘¥¡’‡¿ —™®≈π»“ µ√å·∫∫∑’Ë‰¡à

‡ªìπ‡ âπµ√ß (nonlinear pharmacokinetics)

πÕ°®“°π’È·≈â«¬“°—π™—°∑’Ë¡’®”Àπà“¬„π∑âÕßµ≈“¥

Õ“®¡’√Ÿª·∫∫À≈“°À≈“¬ ‡™àπ immediate release,

slow release, long acting À√◊Õ sustained

release °“√„™âµâÕß§àÕ¬Ê ‡æ‘Ë¡¢π“¥¬“¢÷Èπ ∑—Èßπ’È

‡æ◊ËÕ≈¥º≈·∑√° ấÕπ °“√‡°‘¥Õ—πµ√°√‘¬“√–À«à“ß¬“

(drug interaction) ´÷Ëß‡ªìπ§ÿ≥ ¡∫—µ‘‡©æ“–¢Õß

¬“°≈ÿà¡π’È  ¥—ßπ—Èπ°“√‡≈◊Õ°„™â¬“°—π™—°∑’Ë‡ªìπ¬“

generic ®–¡’ª√–‡¥Áπ∑’ËµâÕßæ‘®“√≥“¡“°°«à“¬“Õ◊ËπÊ

∑—Ë«‰ª ∑—Èßπ’È¬“ generic ∑’Ë‡≈◊Õ°„™â®–µâÕßºà“π

°√–∫«π°“√°“√º≈‘µ∑’Ë‰¥â¡“µ√∞“π‡æ◊ËÕ∑’Ë®–‰¥â

¡—Ëπ„®«à“¡’§ÿ≥ ¡∫—µ‘¥—ß°≈à“«§√∫∂â«π

3. °“√ª√–‡¡‘π¬“°—π™—°∑’Ë‡ªìπ¬“
generic

¬“ generic ∑’Ë¥’µâÕß¡’§ÿ≥ ¡∫—µ‘µà“ßÊ ‡À¡◊Õπ

°—∫¬“ original ∑ÿ°Õ¬à“ß‰¥â·°à  à«πº ¡¢Õß¬“∑’Ë

µâÕß‡À¡◊Õπ°—π·≈–‡¡◊ËÕ‡¢â“ Ÿàµ—«ºŸâªÉ«¬„π¢π“¥

‡¥’¬«°—π°ÁµâÕß “¡“√∂„Àâª√‘¡“≥¬“„π√à“ß°“¬∑’Ë

‡∑à“‡∑’¬¡°—π §◊ÕµâÕß¡’™’« ¡¡Ÿ≈ (bioequivalence

: BE) °—∫¬“ original ´÷Ëßµ“¡¢âÕ°”Àπ¥¢Õß

§≥–°√√¡°“√Õ“À“√·≈–¬“°”Àπ¥„Àâ —¥ à«π

¢Õß§à“ area under the curve (AUC) ·≈–

maximum concentration (C max) ´÷ËßÀ¡“¬∂÷ß

ª√‘¡“≥¬“∑’Ë¥Ÿ¥´÷¡‡¢â“ Ÿà°√–· ‡≈◊Õ¥ ·≈–§«“¡‡¢â¡¢âπ

 Ÿß ÿ¥¢Õß¬“„π°√–· ‡≈◊Õ¥ √–À«à“ß¬“ generic ∑’Ë

∑¥ Õ∫°—∫¬“ original ∑’Ë‡ªìπµ”√—∫¬“Õâ“ßÕ‘ßµâÕß¡’

§à“·µ°µà“ß°—π‰¡à‡°‘π√âÕ¬≈– 20 ®÷ß®–∂◊Õ«à“¡’™’«

 ¡¡Ÿ≈´÷Ëß°—π·≈–°—π πÕ°®“°π’È°“√∑¥ Õ∫ BE „π

¬“°—π™—° generic  à«π„À≠à®–∑”°“√»÷°…“‡©æ“–

§πª°µ‘∑’Ë¡’ ÿ¢¿“æ·¢Áß·√ß®”π«πª√–¡“≥‡æ’¬ß

24-36 §π‡∑à“π—Èπ

°“√∑’Ë¬“ generic ¡’ BE ·µ°µà“ß®“°¬“

original π—Èπ®– àßº≈‡ ’¬µàÕºŸâªÉ«¬‰¥â ‡™àπ ∂â“¬“

π—Èπ¡’°“√¥Ÿ¥´÷¡¬“‰¥â¥’°«à“ À√◊Õ‡√Á«°«à“°ÁÕ“®°àÕ„Àâ

‡°‘¥¿“«–¬“‡°‘π¢π“¥‰¥â ·µà∂â“¬“¥Ÿ¥ ÷́¡‰¥âπâÕ¬°«à“

°ÁÕ“®‰¡à “¡“√∂§«∫§ÿ¡Õ“°“√™—°‰¥â

‚¥¬∑—Ë«°“√»÷°…“ BE  à«π„À≠à®–‡ªìπ°“√

»÷°…“∑’Ë‡√’¬°«à“ population BE (PBE) ‚¥¬®–

∑”°“√»÷°…“·∫∫ ÿà¡‰¢«â ≈—∫∑’Ë „πÕ“ “ ¡—§√

 ÿ¢¿“æ¥’ ‚¥¬Õ“ “ ¡—§√®–‰¥â√—∫¬“µ”√—∫∑¥ Õ∫

(generic) ·≈–µ”√—∫Õâ“ßÕ‘ß (original) ‡æ’¬ßµ”√—∫

≈–Àπ÷Ëß§√—Èß ´÷Ëßº≈∑’Ë‰¥â®“°°“√∑¥≈Õß·∫∫π’È

 “¡“√∂„™â∫àß∫Õ°∂÷ß prescribability ‡æ◊ËÕ„Àâ

·æ∑¬å “¡“√∂„™â¬“ generic ∑’Ë¡’ PBE °—∫

original „π§π‰¢â„À¡à∑’Ë¬—ß‰¡à‡§¬‰¥â¬“ original

¡“°àÕπ‰¥âÕ¬à“ß§àÕπ¢â“ß¡—Ëπ„®«à“¬“ generic π—Èπ

πà“®–„Àâº≈„π°“√√—°…“∑’Ë¥’ ·µà„π°√≥’∑’ËºŸâªÉ«¬‡§¬

‰¥â√—∫¬“ original À√◊Õ¬“ generic ¬’ËÀâÕÀπ÷ËßÕ¬Ÿà

°àÕπ·≈â« ·æ∑¬åµâÕß°“√‡ª≈’Ë¬π¬“‰ª‡ªìπ¬“Õ’°

¬’ËÀâÕÀπ÷Ëß Õ“®¡’ªí≠À“«à“¬“∑’Ë‡ª≈’Ë¬π„ÀâºŸâªÉ«¬„À¡à

π—Èπ„Àâ√–¥—∫¬“‰¡à‡∑à“°—∫¬“∑’Ë‡§¬‰¥â√—∫‡¥‘¡ ¥—ßπ—Èπ

‡æ◊ËÕ„Àâ¡—Ëπ„®«à“·æ∑¬å “¡“√∂‡ª≈’Ë¬π‰ª„™â¬“

generic ·∑π¬“ original (switchability) ‰¥â ‚¥¬∑’Ë

¬—ß§ß√—°…“√–¥—∫¬“„π√à“ß°“¬‰«â„Àâ§ß‡¥‘¡ ¬“

generic π—Èπ®–µâÕß∑”°“√∑¥ Õ∫§«“¡‡∑à“‡∑’¬¡

À√◊Õ™’« ¡¡Ÿ≈·∫∫∑’Ë‡√’¬°«à“ individual bioequi-

valence (IBE) ‚¥¬°“√»÷°…“ IBE π’È Õ“ “ ¡—§√

·µà≈–§π®–µâÕß‰¥â√—∫¬“ original ·≈– generic
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Õ¬à“ßπâÕ¬™π‘¥≈– 2 §√—Èß ∑—Èßπ’È‡æ◊ËÕ»÷°…“«à“§à“∑“ß

‡¿ —™®≈π»“ µ√å¢Õß¬“ original ·≈– generic

‡¡◊ËÕ„™â„πÕ“ “ ¡—§√√“¬‡¥’¬«°—π¡’§«“¡·µ°µà“ß

°—πÀ√◊Õ·ª√ª√«π‡°‘¥¢÷Èπ‡¡◊ËÕ‰¥â√—∫¬“·µà≈–§√—Èß

À√◊Õ‰¡à Õ¬à“ß‰√ πÕ°®“°π’È¬—ß‡ªìπ°“√»÷°…“«à“

√–¥—∫¬“®–Õ¬Ÿà„π™à«ß therapeutic window

‡À¡◊Õπ°—∫ original À√◊Õ‰¡à

¥—ßπ—Èπ¬“ generic ∑’Ë¡’™’« ¡¡Ÿ≈ IBE ∑’Ë‡∑à“

‡∑’¬¡°—∫¬“ original ®–™à«¬„Àâ·æ∑¬å¡—Ëπ„®‡æ‘Ë¡¢÷Èπ«à“

‡¡◊ËÕµâÕß°“√‡ª≈’Ë¬π¬“®“° original ‰ª‡ªìπ¬“™π‘¥

π—ÈπÊ «à“®–„Àâ√–¥—∫¬“„π√à“ß°“¬¢ÕßºŸâªÉ«¬®–¡’§à“

‡∑à“‡∑’¬¡°—∫√–¥—∫¬“∑’Ë‰¥â®“°¬“∑’Ë‡§¬„™âÕ¬Ÿà‡¥‘¡

‚¥¬‰¡à¡’§«“¡¬ÿàß¬“°„π°“√ª√—∫¢π“¥¬“Õ’°

°√≥’¬“∑’Ë‡ªìπ√Ÿª·∫∫ sustain released

¬“ generic µâÕß∑”°“√»÷°…“ BE ·∫∫∑’Ë‡ªìπ steady

state BE ·≈– fed condition ¥â«¬ ‡æ◊ËÕª√–‡¡‘π

°“√·°«àß¢Õß√–¥—∫¬“·≈–§«“¡ “¡“√∂„π°“√

ª≈¥ª≈àÕ¬µ—«¬“«à“‡∑à“‡∑’¬¡°—∫¬“ original À√◊Õ‰¡à

‚¥¬‡©æ“–„π¿“«–∑’Ë¡’Õ“À“√√à«¡¥â«¬

Õ’°ª√–‡¥ÁπÀπ÷Ëß∑’Ë ”§—≠§◊Õ¬“ generic

¡’‡æ’¬ß°“√»÷°…“ BE ·µà‰¡à¡’°“√»÷°…“ therapeu-

tic equivalence ¢Õß¬“ ¥—ßπ—Èπ®“°ª√– ∫°“√≥å

¢Õß·æ∑¬å·≈–°“√»÷°…“À≈“¬°“√»÷°…“æ∫«à“

ºŸâªÉ«¬®”π«π√âÕ¬≈– 10-35 ¡’Õ“°“√™—°À≈—ß®“°

‡ª≈’Ë¬π¬“ original ‡ªìπ¬“ generic

ªí≠À“Õ’°Õ¬à“ßÀπ÷Ëß§◊Õ¬“ generic π—Èπ¡’

√Ÿª√à“ß¢Õß‡¡Á¥¬“·≈– ’·µ°µà“ß®“°¬“ original √«¡

∑—Èß™◊ËÕ¬“ (¬’ËÀâÕ) °Á¡’§«“¡À≈“°À≈“¬¢÷ÈπÕ¬Ÿà°—∫

·µà≈–∫√‘…—∑ ´÷ËßÕ“® àßº≈„ÀâºŸâªÉ«¬‡°‘¥§«“¡ —∫ π

„π¬“∑’Ë√—∫ª√–∑“π  Õ“®°àÕ„Àâ‡°‘¥º≈°√–∑∫µàÕ

compliance ¢ÕßºŸâªÉ«¬‰¥â ∫“ß§√—ÈßºŸâªÉ«¬Õ“®√—∫

ª√–∑“π¬“´È”°—π‡æ√“–‡¢â“„®º‘¥«à“‡ªìπ¬“§π≈–

™π‘¥°—π πÕ°®“°π’È°“√º≈‘µ·≈–®”Àπà“¬¬“¢Õß

∫√‘…—∑ generic ∫“ß∫√‘…—∑Õ“®‰¡àµàÕ‡π◊ËÕß°àÕ„Àâ

‡°‘¥ªí≠À“µâÕß‡ª≈’Ë¬π¬“∫àÕ¬§√—Èß ·≈–∂â“¡’ªí≠À“

°“√„™â¬“°Á¬“°µàÕ°“√µ‘¥µ“¡

‚¥¬∑—Ë«‰ª·≈â«°“√√—°…“ºŸâªÉ«¬‚√§≈¡™—°∂â“

ºŸâªÉ«¬ ∫“¬¥’ §«∫§ÿ¡Õ“°“√‰¥â¥’°Á‰¡à¡’§«“¡

®”‡ªìπµâÕßµ√«®«—¥√–¥—∫¬“°—π™—° ·µà∂â“‡ª≈’Ë¬π

®“°¬“ original ‡ªìπ generic ¥—ß∑’Ë°≈à“«‰ª·≈â«

∂â“¬“π—Èπ¡’ BE ∑’Ë‰¡à‡∑à“°—πÀ√◊Õ‰¡à¡’°“√»÷°…“

therapeutic equivalence ¥—ßπ—Èπ®÷ß®”‡ªìπµâÕß¡’

°“√µ√«®«—¥√–¥—∫¬“ ¡Ë”‡ ¡Õ ´÷Ëß®–‡ªìπ°“√‡æ‘Ë¡

§à“„™â®à“¬·≈–Õ“®‡ ’Ë¬ßµàÕ°“√√—°…“∑’ËÕ“®‰¡à‰¥âº≈

®“°°“√»÷°…“¢Õß Andermann F ·≈–§≥–

æ∫«à“Õ—µ√“°“√‡ª≈’Ë¬π®“°¬“ generic ‡ªìπ¬“

original „πºŸâªÉ«¬∑’Ë‡§¬‰¥â√—∫¬“ original ¡“°àÕπ

„πºŸâªÉ«¬∑’Ë„™â¬“°≈ÿà¡µà“ßÊ æ∫«à“ °≈ÿà¡∑’Ë‰¥â√—∫¬“

sodium valproate ¡’Õ—µ√“°“√‡ª≈’Ë¬π¬“°≈—∫

√âÕ¬≈– 20.9 ¬“ clobazam √âÕ¬≈– 20.6 ¬“

lamotigine √âÕ¬≈– 12.9 ¬“ statin √âÕ¬≈– 1.5

¬“ SSRI ‡æ’¬ß√âÕ¬≈– 2.9 ‡∑à“π—Èπ ¥—ßπ—Èπ®–‡ÀÁπ‰¥â

«à“¬“°—π™—°¡’Õ—µ√“°“√‡ª≈’Ë¬π°≈—∫ Ÿß°«à“¬“Õ◊ËπÊ

´÷ËßÕ“®®–‡°‘¥®“°∏√√¡™“µ‘¢Õß‚√§·≈–§ÿ≥ ¡∫—µ‘

‡©æ“–¢Õß¬“°—π™—° √«¡∑—Èßº≈°√–∑∫®“°°“√™—° È́”

4. º≈°√–∑∫®“°°“√™—°´È”
‡ªìπ∑’Ë∑√“∫°—π¥’«à“°“√√—°…“‚√§≈¡™—°µâÕß

§«∫§ÿ¡°“√™—°Õ¬à“ßπâÕ¬ 2 ªï ¥—ßπ—Èπ∂â“ºŸâªÉ«¬¡’°“√

™—°´È”°Á®–µâÕß‡√‘Ë¡π—∫‡«≈“‡√‘Ë¡µâπ„À¡à∑ÿ°§√—Èß ´÷Ëß®–

·µ°µà“ß®“°°“√√—°…“‚√§Õ◊Ëπ ‡™àπ §«“¡¥—π‚≈À‘µ

 ŸßÀ√◊Õ‰¢¡—π„π‡≈◊Õ¥ Ÿß ∂â“§«∫§ÿ¡‰¡à‰¥â°Á “¡“√∂
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ª√—∫¬“‡æ‘Ë¡¢÷ÈπÀ√◊Õª√—∫‡ª≈’Ë¬π‡ªìπ¬“„À¡à‰¥â ·µà‰¡à

®”‡ªìπµâÕß‡√‘Ë¡π—∫√–¬–‡«≈“°“√√—°…“„À¡à‡À¡◊Õπ

‚√§≈¡™—° ·≈–‡¡◊ËÕºŸâªÉ«¬¡’Õ“°“√™—°¬àÕ¡‡°‘¥º≈

°√–∑∫µ“¡¡“À≈“¬Õ¬à“ß ‡™àπ ‡°‘¥Õÿ∫—µ‘‡Àµÿ®“°

°“√™—° Õÿ∫—µ‘‡Àµÿ∑“ß°“√®√“®√ ∂Ÿ°Àâ“¡¢—∫√∂ ¢“¥

§«“¡¡—Ëπ„®«à“µπ‡Õß®–™—°´È”Õ’°À√◊Õ‰¡à √«¡∑—Èß

§à“„™â®à“¬„π°“√√—°…“∂â“µâÕß‰ª‚√ßæ¬“∫“≈

º≈°√–∑∫∑“ß¥â“π®‘µ„®´÷Ë ß¬“°µàÕ°“√

ª√–‡¡‘π ‡æ√“–º≈∑’Ë‡°‘¥‰¡à‰¥â¡’‡©æ“–µ—«ºŸâªÉ«¬‡Õß

·µà§√Õ∫§√—«°Á‰¥â√—∫º≈°√–∑∫¥—ß°≈à“«¥â«¬ ‡æ√“–

æàÕ-·¡à‡°‘¥§«“¡∑ÿ°¢å„® ‰¡à ∫“¬„®µâÕß‡ΩÑ“√–«—ß

≈Ÿ°µ≈Õ¥‡«≈“·¡â°√–∑—ËßπÕπÀ≈—∫ æàÕ-·¡à°ÁµâÕß

‡ΩÑ“°≈—«®–™—°¢≥–πÕπ ·æ∑¬å‡Õß°Á‰¥â√—∫º≈

°√–∑∫®“°°“√™—°´È” ∑”„Àâ¢“¥§«“¡‡™◊ËÕ¡—Ëπ ¢“¥

§«“¡‡™◊ËÕ∂◊Õ ·≈–Õ“®‡°‘¥ªí≠À“øÑÕß√âÕß¢÷Èπ¡“‰¥â

∂â“ºŸâªÉ«¬‰¡àæ÷ßæÕ„®‡¡◊ËÕ¡’°“√™—°´È” ¥—ßπ—Èπ®–‡ÀÁπ

‰¥â«à“º≈°√–∑∫√ÿπ·√ß¡“°°«à“∑’Ë§‘¥ ®÷ß‰¡àπà“

·ª≈°„®∑’Ëº≈°“√»÷°…“¢Õß Haskins LS ·≈–§≥–

æ∫«à“√âÕ¬≈– 80 ¢ÕßºŸâªÉ«¬®”π«π 974 √“¬ ‰¡à

µâÕß°“√‡ª≈’Ë¬π¬“®“° original ‡™àπ ‡¥’¬«°—∫

√âÕ¬≈– 89 ¢Õß·æ∑¬å®”π«π 435 §π µâÕß°“√„Àâ

‡¿ —™°√·®âß„Àâ∑√“∫·≈–·æ∑¬åµâÕß¬‘π¬Õ¡®÷ß®–

‡ª≈’Ë¬π¬“‰¥â ‡π◊ËÕß®“°°≈—«º≈°√–∑∫¥—ß°≈à“«¢â“ßµâπ

5. π‚¬∫“¬√–¥—∫ª√–‡∑»
ª√–‡∑»„π∑«’ª¬ÿ‚√ª·≈–Õ‡¡√‘°“‰¥â°”Àπ¥

π‚¬∫“¬‰«â™—¥‡®π¥—ßµ“√“ß∑’Ë 1

°“√∑’Ë·µà≈–ª√–‡∑»¡’°“√°”Àπ¥π‚¬∫“¬

∑’Ë·µ°µà “ß°—ππ—Èππà “®–¢÷ÈπÕ¬Ÿà°—∫ß∫ª√–¡“≥

«—≤π∏√√¡·≈–°“√‡¡◊Õß¢Õß·µà≈–ª√–‡∑» ‡™àπ „π

ª√–‡∑»‰∑¬ ¬—ß‰¡à¡’°“√°”Àπ¥ÕÕ°¡“‡ªìππ‚¬∫“¬

¢Õßª√–‡∑»™—¥‡®π‡À¡◊Õπ„πµà“ßª√–‡∑»¢â“ßµâπ

·µà‡√“°Á¡’°“√∫—ß§—∫°≈“¬Ê ‚¥¬°“√‰¡à —Ëß´◊ÈÕ¬“

original ‡¢â“¡“„™â„π‚√ßæ¬“∫“≈ ¥—ßπ—Èπ·æ∑¬å°Á‰¡à¡’

∑“ß‡≈◊Õ°  ´÷Ëßª√–‡¥Áππ’È √â“ß§«“¡≈”∫“°„®„Àâ°—∫

·æ∑¬å„π°“√√—°…“Õ¬à“ß¬‘Ëß  ‡æ√“–À≈—°∞“π∑’Ë

®–·®âß„ÀâºŸâªÉ«¬∑√“∫«à“‡ªìππ‚¬∫“¬¢Õßª√–‡∑»°Á

‰¡à¡’

µ“√“ß∑’Ë 1 National Guidelines for Generic

Prescription

England and Wales
ë Inadequate evidence to make

general recommendation
Germany, Italy

ë Never switch patients who are well
controlled

Poland
ë Pharmacist should not substitute

brand without the consent of
physician

Scotland
ë Formulation of AED are not

interchange Netherland
ë Slow release formulation should

not be substituted  USA
ë Both patient and physician should

be noticed and give consent before
switching
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6.  ‘∑∏‘ºŸâªÉ«¬
ª√–‡¥ÁπÕ¬Ÿà∑’Ë«à“ºŸâªÉ«¬¡’ ‘∑∏‘Ï‡√’¬°√âÕßÀ√◊Õ‰¡à«à“

µâÕß°“√„™â¬“ original ‰¡àµâÕß°“√„™â¬“ generic

´÷Ëßº¡§ßµÕ∫‰¡à‰¥â ‡æ’¬ß·µà§‘¥«à“ºŸâªÉ«¬∑ÿ°§π§«√

¡’ ‘∑∏‘Ï‰¥â√—∫°“√√—°…“∑’Ë‡À¡“– ¡∑’Ë ÿ¥ ‰¡à§«√§”π÷ß

‡æ’¬ß¥â“π‡¥’¬««à“µâÕß‰¥â√—∫°“√√—°…“∑’Ë√“§“∂Ÿ°∑’Ë ÿ¥

‡æ√“–∑“ß‚√ßæ¬“∫“≈∂Ÿ°§«∫§ÿ¡¥â«¬ß∫ª√–¡“≥

∑—Èß∑’Ë®√‘ßÊ ·≈â«¬—ß‰¡à¡’°“√»÷°…“‡≈¬«à“¬“ generic

®–§ÿâ¡§à“°«à“¬“ original √«¡∑—Èß‰¡à§«√¡’°“√·∫àß

°≈ÿà¡°“√„™â¬“ ‚¥¬æ‘®“√≥“®“° ‘∑∏‘Ï°“√√—°…“ ‡æ√“–

‡À¡◊Õπ°“√·∫àß™π™—Èπ«√√≥– ´÷Ëß‰¡à¡’„πÀ≈—°°“√

√—°…“æ¬“∫“≈∑’Ë‡≈à“‡√’¬π°—π¡“

‚¥¬ √ÿª¢âÕ¥’¢Õß¬“ generic §◊Õ√“§“∂Ÿ°

ª√–À¬—¥§à“„™â®à“¬ À“´◊ÈÕ‰¥âßà“¬ ¢âÕ¥âÕ¬§◊Õ°“√»÷°…“

BE „πª√–‡∑»‰∑¬¬—ß‡ªìπ PBE ‰¡à„™à IBE ¥—ßπ—Èπ

therapeutic equivalence Õ“®·µ°µà“ß®“°¬“

original √Ÿª√à“ß¢Õß‡¡Á¥¬“·µ°µà“ß°—π ¡’À≈“¬™◊ËÕ

°àÕ„Àâ‡°‘¥ compliance ∑’Ë‰¡à¥’ ·≈–∂â“¡’ªí≠À“¢Õß

°“√„™â¬“ ¬“°µàÕ°“√µ‘¥µ“¡∂÷ß∫√‘…—∑∑’Ëº≈‘µ ·≈–

Õ“®‡ªìπ°“√‰¡à π—∫ πÿπ°“√»÷°…“«‘®—¬¬“„À¡à

¥—ßπ—Èπ®“° 6 ª√–‡¥Áπ∑’Ëº¡æ¬“¬“¡™’È„Àâ

ºŸâÕà“π‡ÀÁπ«à“µâÕßæ‘®“√≥“„Àâ√Õ∫§Õ∫ º¡¢Õ‡ πÕ

«‘∏’°“√„™â¬“ original ·≈– generic ‡ªìπ°√≥’À√◊Õ

∑“ß‡≈◊Õ°¥—ßπ’È

1. °√≥’‡ªìπºŸâªÉ«¬√“¬„À¡à∑’Ë¬—ß‰¡à‡§¬‰¥â

√—∫°“√√—°…“ ‡ªÑ“À¡“¬„π°“√√—°…“‚√§≈¡™—°§◊Õ

°“√§«∫§ÿ¡Õ“°“√™—°„Àâ‰¥â¥’‰¡à¡’°“√™—°´È”·≈–µâÕß

√—°…“µàÕ‡π◊ËÕß ¥—ßπ—Èπ®–‡≈◊Õ°„™â¬“ original À√◊Õ

generic ∑’Ë¡’™’« ¡¡Ÿ≈ PBE ‡∑à“‡∑’¬¡°—∫¬“

original °Á‰¥â ¢Õ„Àâ‡æ’¬ß¬“™π‘¥π—Èπ¡’„™âÕ¬à“ßµàÕ‡π◊ËÕß

À√◊Õ¡’√Ÿª·∫∫¢Õß¬“§√∫∂â«π∑—Èß·∫∫ syrup ·≈–

™π‘¥‡¡Á¥ ‡æ√“–ºŸâªÉ«¬Õ“®µâÕß√—∫ª√–∑“π¬“µ—Èß·µà

‡¥Á°®π‡ªìπºŸâ„À≠à ¬“ generic ∂â“®–‡≈◊Õ°„™â°Á§«√

æ‘®“√≥“¬“∑’Ë‰¥â»÷°…“ BE ·≈â««à“¡’§«“¡‡∑à“‡∑’¬¡°—∫

original ·≈–¡’§«“¡µàÕ‡π◊ËÕß„π°“√º≈‘µ ‡¿ —™°√

∑’Ë‚√ßæ¬“∫“≈‰¡à§«√‡ª≈’Ë¬π¬’ËÀâÕ¬“°—π™—°∑’Ë‡ªìπ

generic ∑’Ë„™â„π‚√ßæ¬“∫“≈∫àÕ¬Ê ‡æ√“–®–°àÕ„Àâ

‡°‘¥ªí≠À“‡°‘¥¢÷Èπ‰¥â ‡æ√“– generic ·µà≈–¬’ËÀâÕ

‰¡à‰¥â»÷°…“«à“¡’™’« ¡¡Ÿ≈°—πÀ√◊Õ‰¡à ∂â“‡ªìπ‰ª‰¥â

§«√®–¡’ generic ‡æ’¬ß¬’ËÀâÕ‡¥’¬«∑’Ë„™â„π‚√ßæ¬“∫“≈

∂â“„™â¬“ generic „π¢π“¥∑’Ë‡À¡“– ¡·≈â« ·µà¬—ß

‰¡à “¡“√∂§«∫§ÿ¡Õ“°“√‰¥â  Õ“®µâÕßæ‘®“√≥“

µ√«®«—¥√–¥—∫¬“ ∂â“√–¥—∫¬“¬—ß‰¡à‰¥âµ“¡∑’ËµâÕß°“√

Õ“®µâÕß‡æ‘Ë¡¢π“¥¬“ Ÿß°«à“¬“ original °Á‰¥â

·≈–∂â“¬—ß§«∫§ÿ¡‰¡à‰¥â§«√æ‘®“√≥“‡ª≈’Ë¬π‡ªìπ¬“

original

2. °√≥’ºŸâªÉ«¬∑’Ë§«∫§ÿ¡Õ“°“√‰¥â¥’·≈â« ‰¡à

«à“®–‡ªìπ¬“ original À√◊Õ generic „Àâ§ß°“√„™â

¬“™π‘¥π—Èπ‰«â ‰¡à§«√‡ª≈’Ë¬π™π‘¥¢Õß¬“À√◊Õ¬’ËÀâÕ¬“

°√≥’π’È®–æ∫∫àÕ¬¡“°„π∑“ßªØ‘∫—µ‘ ‡æ√“–ºŸâªÉ«¬

‡√‘Ë¡√—°…“®“°‚√ßæ¬“∫“≈™ÿ¡™π¥â«¬¬“ generic

§«∫§ÿ¡Õ“°“√‰¡à‰¥â®÷ß àßµ—«¡“√—∫°“√√—°…“µàÕ°—∫

·æ∑¬åºŸâ‡™’Ë¬«™“≠  ´÷Ëß·æ∑¬å°Á®–‡ª≈’Ë¬π‡ªìπ¬“

original ·≈â«§«∫§ÿ¡Õ“°“√™—°‰¥â µàÕ¡“®÷ß àßµ—«

°≈—∫‰ª‚√ßæ¬“∫“≈™ÿ¡™π √«¡∑—Èß√–∫∫ ‘∑∏‘Ï

ª√–°—π ÿ¢¿“æ∂â«πÀπâ“ ∑“ß‚√ßæ¬“∫“≈®–®à“¬¬“

‡æ’¬ß 1-2 ‡¥◊ÕπµàÕ§√—Èß¢Õß°“√√—°…“ ¬“∑’Ë‡À≈◊Õ„Àâ

‰ª√—∫µàÕ‚√ßæ¬“∫“≈„°≈â∫â“π ºŸâªÉ«¬°Á®–‰¥â¬“

original √à«¡°—∫¬“ generic ºŸâªÉ«¬∫“ß à«π°Á®–

™—°™à«ß∑’Ë‰¥â¬“ generic ¥—ßπ—Èπ®÷ß‡ πÕ«à“‰¡à§«√®–

¡’°“√‡ª≈’Ë¬π¬“‰ª¡“∑ÿ° 1-2 ‡¥◊Õπ  ”À√—∫¬“

generic ‡Õß°Á¡’À≈“¬¬’ËÀâÕ ´÷ËßÕ“®¡’§à“ BE ‰¡à‡∑à“
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‡∑’¬¡°—π ¥—ßπ—Èπ‡¡◊ËÕ‰¥â¬“¬’ËÀâÕ„¥°Á‰¡à§«√‡ª≈’Ë¬π

¬’ËÀâÕ¬“π—ÈπÊ ¥—«¬

3. °√≥’ºŸâªÉ«¬‚√§≈¡™—°‡©æ“–°≈ÿà¡ ‡™àπ

‡¥Á° ºŸâ ŸßÕ“¬ÿ À≠‘ßµ—Èß§√√¿å √—∫ª√–∑“π¬“À≈“¬™π‘¥

‚√§‰µ ‚√§µ—∫ ¥◊Ë¡ ÿ√“ ¬‘Ëß‰¡à§«√‡ª≈’Ë¬π¬’ËÀâÕ

¢Õß¬“°—π™—°‰ª¡“ ‰¡à«à“¬“ original À√◊Õ generic

‡æ√“–ºŸâªÉ«¬°≈ÿà¡æ‘‡»…‡À≈à“π’ÈÕ“®¡’‡¿ —™®πå»“ µ√å

∑’Ë·µ°µà“ß®“°§πª°µ‘   àßº≈„ÀâÕ“®¡’°“√

‡ª≈’Ë¬π·ª≈ß¢Õß√–¥—∫¬“‰¥âÕ¬à“ß√«¥‡√Á« ´÷Ëß°àÕ„Àâ

‡°‘¥√–¥—∫¬“∑’Ë‡ªìπæ‘…À√◊ÕµË”°«à“√–¥—∫∑’Ë‰¥âº≈„π

°“√√—°…“ √«¡∑—Èß°√≥’∑’ËºŸâªÉ«¬ ŸßÕ“¬ÿÕ“® —∫ π„π

√Ÿª√à“ß·≈– ’¢Õß¬“‰¥â ¬‘Ëß‰¡à§«√‡ª≈’Ë¬π¬’ËÀâÕ¢Õß¬“

 √ÿª
°“√æ‘®“√≥“„™â¬“°—π™—° generic À√◊Õ

original π—Èπ §«√æ‘®“√≥“„Àâ√Õ∫§Õ∫∑ÿ°ª√–‡¥Áπ

√«¡∑—ÈßµâÕß·®âß„ÀâºŸâªÉ«¬·≈–·æ∑¬å∑√“∫°àÕπ‡ ¡Õ

«à“®–„™â¬“™π‘¥„¥  ”§—≠∑’Ë ÿ¥§«√¡’°“√®—¥∑”‡ªìπ

·π«∑“ßªØ‘∫—µ‘¢Õß ¡“§¡«‘™“™’æÀ√◊Õπ‚¬∫“¬¢Õß

ª√–‡∑»‡æ◊ËÕªÑÕß°—πªí≠À“∑“ß°ÆÀ¡“¬∑’ËÕ“®‡°‘¥

¢÷Èπ‰¥â

Conflict of interest

1. ‰¥â√—∫∑ÿπ»÷°…“‡√◊ËÕß °“√‡µ√’¬¡¬“ pheny

toin suspension ®“°∫√‘…—∑ Pfizer ·≈–Õÿ∫—µ‘‡Àµÿ

∑“ß°“√®“√®√„πºŸâªÉ«¬‚√§≈¡™—° ·≈–°“√√—°…“

ºŸâªÉ«¬ status epilepticus ¥â«¬¬“ sodium

valproate ™π‘¥©’¥∑“ßÀ≈Õ¥‡≈◊Õ¥¥” ®“°∫√‘…—∑

Sanofi-Aventis

2. ‰¥â√—∫°“√ π—∫ πÿπ°“√®—¥ª√–™ÿ¡«‘™“

°“√‚√§≈¡™—°‡æ◊ËÕª√–™“™π π—°‡√’¬π §√Ÿ ∫ÿ§≈“°√

∑“ß°“√·æ∑¬å®“°∫√‘…—∑ Pfizer, Sanofi-Aventis

3. ‰¥â√—∫°“√ π—∫ πÿπ°“√„Àâ∫√‘°“√§≈‘π‘°

‚√§≈¡™—° ®“°∫√‘…—∑ Novartis ·≈– Pfizer

4. ‰¥â√—∫°“√ π—∫ πÿπ‡¢â“√à«¡ª√–™ÿ¡«‘™“

°“√µà“ßª√–‡∑» ®“°∫√‘…—∑ Pfizer, Sanofi-Aventis

·≈– Novartis

¢Õ¢Õ∫§ÿ≥
√».¥√.«‘®‘µ√“  ∑—»π’¬°ÿ≈ ¿“§«‘™“‡¿ —™«‘∑¬“

§≥–·æ∑¬»“ µ√å ¡À“«‘∑¬“≈—¬¢Õπ·°àπ ºŸâ„Àâ

§”·π–π”∑’Ë ”§—≠Õ¬à“ß¬‘ËßµàÕ∫∑§«“¡

À¡“¬‡Àµÿ
∑’Ë¡“¢Õß∫∑§«“¡π’È§◊Õ¡’ºŸâªÉ«¬‚√§≈¡™—°∑’Ë

√—∫°“√√—°…“∑’Ë ‚√ßæ¬“∫“≈»√’π§√‘π∑√å¥â«¬¬“

original §«∫§ÿ¡Õ“°“√‰¥â‡ªìπÕ¬à“ß¥’·µà¡’ªí≠À“

‡√◊ËÕß§à“‡¥‘π∑“ß®÷ß®”‡ªìπµâÕß àßµ—«√—∫°“√√—°…“µàÕ

„°≈â∫â“π ®÷ß‰¥â¡’°“√‡ª≈’Ë¬π®“°¬“ original ‡ªìπ¬“

generic 2  —ª¥“ÀåµàÕ¡“ºŸâªÉ«¬¡’Õ“°“√™—°¬◊ππ‘Ëß

‡À¡àÕ‡ªìπ‡«≈“ 1 π“∑’ ¢≥–¬à“ß‰°à ∑”„Àâ¡’·º≈‰ø

‰À¡â∑’Ë¡◊Õ 2 ¢â“ß ∂÷ß¢âÕ¡◊Õ µâÕß√—∫°“√√—°…“·º≈‰ø

‰À¡â ‰¡à “¡“√∂∑”ß“π‰¥âπ“π¡“°°«à“ 1 ‡¥◊Õπ

´÷Ëß°√≥’π’È‡ªìπ‡æ’¬ßµ—«Õ¬à“ß¢ÕßºŸâªÉ«¬∑’Ë‡°‘¥ªí≠À“

®“°°“√‡ª≈’Ë¬π¬“ original ‡ªìπ¬“ generic

·≈–∫∑§«“¡π’È‰¡à¡’«—µ∂ÿª√– ß§å„Àâ·æ∑¬å

‡¢â“„®«à“¬“ generic π—Èπ‰¡à¥’À√◊Õ‡°‘¥§«“¡‰¡à

 ∫“¬„®‡«≈“ —Ëß„™â¬“ ·µàµâÕß°“√™’Èª√–‡¥Áπ„Àâ‡ÀÁπ

«à“¬“°—π™—°Õ“®‡ªìπ¬“∑’ËµâÕßæ‘®“√≥“‡ªìπæ‘‡»…

‡π◊ËÕß®“°§ÿ≥ ¡∫—µ‘¢Õß¬“°—π™—°‡Õß·≈–≈—°…≥–

¢Õß‚√§≈¡™—°´÷Ëß¡’º≈°√–∑∫®“°°“√™—°·µ°µà“ß

°—π®“°‚√§Õ◊ËπÊ
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