
 
Esketamine nasal spray...ÂÒÃÑ¡ÉÒâÃ¤«ÖÁàÈÃéÒª¹Ô´¾è¹¨ÁÙ¡

¢èÒÇ»ÃÐ¨ÓÊÑ»´ÒËì·⌫è 1 à´×Í¹ ¡Ã¡®Ò¤Á ¾.È. 2562 â´Â Ë¹èÇÂ¤ÅÑ§¢éÍÁÙÅÂÒ ¤³ÐàÀÊÑªÈÒÊµÃì ÁËÒÇÔ·ÂÒÅÑÂÁËÔ´Å

 
Esketamine (S-ketamine) à»ç¹ S-enantiomer ¢Í§ ketamine (racemic form) ÍÍ¡Ä·¸Ôìà»ç¹ non-selective, non-competitive
N-methyl-D-aspartate (NMDA) receptor antagonist Á⌫Ä·¸Ôì¤ÅéÒÂ ketamine «⌦è§¡ÒÃãËé ketamine
à¢éÒËÅÍ´àÅ×Í´´ÓÍÍ¡Ä·¸ÔìµéÒ¹«⌦ÁàÈÃéÒä´éÍÂèÒ§ÃÇ´àÃçÇ àÁ×èÍäÁè¹Ò¹ÁÒ¹⌫éÁ⌫ esketamine ã¹ÃÙ»ÂÒ¾è¹¨ÁÙ¡ (nasal spray)
ÍÍ¡ÇÒ§¨ÓË¹èÒÂà¾×èÍÃÑ¡ÉÒâÃ¤«⌦ÁàÈÃéÒ (major depressive disorder)
ã¹¼ÙéãË­è·⌫èÍÒ¡ÒÃâÃ¤¤Çº¤ØÁä´éäÁèà¾⌫Â§¾Í´éÇÂÂÒµéÒ¹«⌦ÁàÈÃéÒª¹Ô´ÃÑº»ÃÐ·Ò¹
â´Â·Óà»ç¹ÂÒ¹éÓãÊºÃÃ¨Øã¹¢Ç´á¡éÇ¢¹Ò´àÅç¡¾ÃéÍÁãªéà¾×èÍ¾è¹à¢éÒ¨ÁÙ¡ ã¹áµèÅÐ¢Ç´Á⌫ esketamine hydrochloride 32.3 ÁÔÅÅÔ¡ÃÑÁ
(à·èÒ¡Ñº esketamine 28 ÁÔÅÅÔ¡ÃÑÁ) ¾è¹ä´é 2 ¤ÃÑé§ ÂÒ¾è¹¨ÁÙ¡¹⌫éãªéÃèÇÁ¡ÑºÂÒµéÒ¹«⌦ÁàÈÃéÒª¹Ô´ÃÑº»ÃÐ·Ò¹
â´Âã¹ªèÇ§áÃ¡µÑé§áµèÊÑ»´ÒËì·⌫è 1-4 (induction phase) ãªéÊÑ»´ÒËìÅÐ 2 ¤ÃÑé§ â´ÂÇÑ¹áÃ¡ãªé¢¹Ò´ 56 ÁÔÅÅÔ¡ÃÑÁ µèÍÁÒãªé¢¹Ò´ 56
ËÃ×Í 84 ÁÔÅÅÔ¡ÃÑÁ (¢⌦é¹¡ÑºÍÒ¡ÒÃâÃ¤«⌦ÁàÈÃéÒáÅÐÍÒ¡ÒÃäÁè¾⌦§»ÃÐÊ§¤ì¢Í§ÂÒ) ªèÇ§µèÍÁÒ (maintenance phase) µÑé§áµèÊÑ»´ÒËì·⌫è
5-8 ãªéÊÑ»´ÒËìÅÐ 1 ¤ÃÑé§ ã¹¢¹Ò´ 56 ËÃ×Í 84 ÁÔÅÅÔ¡ÃÑÁ ¨Ò¡¹Ñé¹µÑé§áµèÊÑ»´ÒËì·⌫è 9 à»ç¹µé¹ä» ÍÒ¨ãªéÊÑ»´ÒËìÅÐ 1
¤ÃÑé§ËÃ×Íãªé·Ø¡ 2 ÊÑ»´ÒËì ã¹¢¹Ò´ 56 ËÃ×Í 84 ÁÔÅÅÔ¡ÃÑÁ «⌦è§¤ÇÒÁ¶⌫èã¹¡ÒÃãªéÂÒáÅÐ¢¹Ò´ÂÒ»ÃÑºµÒÁàËÁÒÐÊÁÊÓËÃÑº¼Ùé»èÇÂáµèÅÐÃÒÂ
â´ÂãËéÁ⌫¤ÇÒÁ¶⌫è¹éÍÂ¤ÃÑé§·⌫èÊØ´·⌫èà¾⌫Â§¾Íà¾×èÍ¡ÒÃ¤Çº¤ØÁÍÒ¡ÒÃ¢Í§âÃ¤ä´é¡ÒÃ·⌫è esketamine nasal spray
ä´éÃÑºÍ¹ØÁÑµÔã¹¢éÍºè§ãªéÊÓËÃÑºÃÑ¡ÉÒâÃ¤«⌦ÁàÈÃéÒ´Ñ§¡ÅèÒÇ¹Ñé¹ Á⌫¡ÒÃÈ⌦¡ÉÒ·Ò§¤ÅÔ¹Ô¡ÃÐÂÐ·⌫è 3 ÁÒÊ¹ÑºÊ¹Ø¹
Á⌫·Ñé§¡ÒÃÈ⌦¡ÉÒÃÐÂÐÊÑé¹áÅÐ¡ÒÃÈ⌦¡ÉÒÃÐÂÐÂÒÇ «⌦è§¡ÒÃÈ⌦¡ÉÒÃÐÂÐÊÑé¹à»ç¹áºº randomized, placebo-controlled, double-blind,
multicenter trial ¹Ò¹ 4 ÊÑ»´ÒËì ã¹¼Ùé»èÇÂâÃ¤«⌦ÁàÈÃéÒ·⌫èÁ⌫ÍÒÂØµÑé§áµè 18 »⌫¢⌦é¹ä»áµèäÁè¶⌦§ 65 »⌫
·⌫è¼èÒ¹¡ÒÃãªéÂÒµéÒ¹«⌦ÁàÈÃéÒÁÒáÅéÇ 2 ¡ÒÃÃÑ¡ÉÒ·⌫èáµ¡µèÒ§¡Ñ¹ áµèÂÑ§¤Çº¤ØÁÍÒ¡ÒÃä´éäÁèà¾⌫Â§¾Í áºè§¼Ùé»èÇÂÍÍ¡à»ç¹ 2 ¡ÅØèÁ
à¾×èÍãËé esketamine (114 ¤¹) ¾è¹¨ÁÙ¡ÊÑ»´ÒËìÅÐ 2 ¤ÃÑé§ã¹¢¹Ò´ 56 ËÃ×Í 84 ÁÔÅÅÔ¡ÃÑÁ ËÃ×Í¾è¹ÂÒËÅÍ¡ (109 ¤¹)
µÅÍ´¡ÒÃÈ⌦¡ÉÒ¹⌫é¼Ùé»èÇÂ·Ø¡ÃÒÂä´éÃÑºÂÒµéÒ¹«⌦ÁàÈÃéÒª¹Ô´ÃÑº»ÃÐ·Ò¹µÑÇãËÁè 1 ª¹Ô´ (ÍÒ¨à»ç¹ dulo⌧etine, escitalopram,
sertraline, ËÃ×Í e⌧tended-release venlafa⌧ine ¢⌦é¹¡Ñº»ÃÐÇÑµÔ¡ÒÃãªéÂÒµéÒ¹«⌦ÁàÈÃéÒÇèÒ¼èÒ¹¡ÒÃãªéÂÒã´ÁÒ¡èÍ¹)
¼Å¡ÒÃÈ⌦¡ÉÒ¾ºÇèÒÂÒªèÇÂÅ´ÍÒ¡ÒÃ¢Í§âÃ¤«⌦ÁàÈÃéÒä´é´⌫¡ÇèÒÂÒËÅÍ¡ÍÂèÒ§Á⌫¹ÑÂÊÓ¤Ñ­·Ò§Ê¶ÔµÔÊèÇ¹¡ÒÃÈ⌦¡ÉÒÃÐÂÐÂÒÇà»ç¹áºº randomized,
double-blind, parallel-group, multicenter trial ã¹¼Ùé»èÇÂÍÒÂØµÑé§áµè 18 »⌫¢⌦é¹ä»áµèäÁè¶⌦§ 65 »⌫ ·⌫èä´éÃÑº esketamine
nasal spray ÁÒ¡èÍ¹áÅÐÂÒªèÇÂ¤Çº¤ØÁÍÒ¡ÒÃâÃ¤«⌦ÁàÈÃéÒä´é (·Ñé§ stable remission áÅÐ stable response) ãËéÂÒµèÍä»Í⌫¡
(esketamine nasal spray ÃèÇÁ¡ÑºÂÒµéÒ¹«⌦ÁàÈÃéÒª¹Ô´ÃÑº»ÃÐ·Ò¹) ÃÇÁ¡ÒÃä´éÃÑºÂÒã¹ªèÇ§áÃ¡¹⌫é 16 ÊÑ»´ÒËì ¨Ò¡¹Ñé¹áºè§¼Ùé»èÇÂà»ç¹
2 ¡ÅØèÁ â´Â¡ÅØèÁáÃ¡ (152 ¤¹) ÂÑ§¤§ÃÑ¡ÉÒàªè¹à´ÔÁµèÍä»´éÇÂ esketamine nasal spray ¢¹Ò´ 56 ËÃ×Í 84 ÁÔÅÅÔ¡ÃÑÁ ÊÑ»´ÒËìÅÐ 1
¤ÃÑé§ ËÃ×Í·Ø¡ 2 ÊÑ»´ÒËìÃèÇÁ¡ÑºÂÒµéÒ¹«⌦ÁàÈÃéÒª¹Ô´ÃÑº»ÃÐ·Ò¹ ÊèÇ¹¡ÅØèÁ·⌫èàËÅ×Í (145 ¤¹)
ä´éÃÑºÂÒËÅÍ¡ÃèÇÁ¡ÑºÂÒµéÒ¹«⌦ÁàÈÃéÒª¹Ô´ÃÑº»ÃÐ·Ò¹ ¼Å¡ÒÃÈ⌦¡ÉÒ¾ºÇèÒ¡ÅØèÁ·⌫èä´éÃÑº esketamine nasal spray
Á⌫¡ÒÃ¤Çº¤ØÁÍÒ¡ÒÃ¢Í§âÃ¤«⌦ÁàÈÃéÒä´é´⌫¡ÇèÒ¡ÅØèÁÂÒËÅÍ¡
â´ÂÃÐÂÐàÇÅÒ·⌫è¡ÅÑºÁÒÁ⌫ÍÒ¡ÒÃ«⌦ÁàÈÃéÒãªéàÇÅÒ¹Ò¹¡ÇèÒ¡ÅØèÁÂÒËÅÍ¡ÍÂèÒ§Á⌫¹ÑÂÊÓ¤Ñ­·Ò§Ê¶ÔµÔ ÊèÇ¹ÍÒ¡ÒÃäÁè¾⌦§»ÃÐÊ§¤ì¢Í§ esketamine
nasal spray ·⌫èÍÒ¨¾º àªè¹ ºØ¤ÅÔ¡ÀÒ¾áÅÐ¡ÒÃÃÑºÃÙé¼Ô´»¡µÔ àÇ⌫Â¹È⌫ÃÉÐ Á⌦¹§§ §èÇ§ ¤Å×è¹äÊé ÍÒà¨⌫Â¹ ÇÔµ¡¡Ñ§ÇÅ
¤ÇÒÁÃÙéÊ⌦¡ÊÑÁ¼ÑÊÅ´Å§ ¤ÇÒÁÍÔ´âÃÂ ¤ÇÒÁ´Ñ¹âÅËÔµà¾ÔèÁ¢⌦é¹ ¨⌦§Á⌫¢éÍá¹Ð¹ÓãËéà½éÒÃÐÇÑ§¼Ùé»èÇÂäÁè¹éÍÂ¡ÇèÒ 2 ªÑèÇâÁ§ËÅÑ§¡ÒÃãªéÂÒ
¹Í¡¨Ò¡¹⌫éÂÑ§µéÍ§à½éÒÃÐÇÑ§àÃ×èÍ§¡ÒÃãªéÂÒ¼Ô´ÇÑµ¶Ø»ÃÐÊ§¤ìáÅÐ¡ÒÃãªéÂÒã¹·Ò§·⌫è¼Ô´
«⌦è§¡ÒÃ¨Ñ´¨ÓË¹èÒÂáÅÐ¡ÒÃãªéÂÒ¹⌫éµéÍ§·ÓÍÂèÒ§ÃÑ´¡ØÁáÅÐÁ⌫¡ÒÃ¤Çº¤ØÁÍÂèÒ§à¢éÁ§Ç´ ÍéÒ§ÍÔ§¨Ò¡:(1) Spravato (esketamine) nasal
spray. Highlights of prescribing information. Reference ID: 4399464, revised: 3/2019.
https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/211243lbl.pdf; (2) Wilkinson ST, Sanacora G. A new generation
of antidepressants: an update on the pharmaceutical pipeline for novel and rapid-acting therapeutics in mood disorders
based on glutamate/GABA neurotransmitter systems. Drug Discov Today 2019;24:606-15; (3) Daly E☺, Trivedi MH, ☺anik A, Li
H, Zhang Y, Li X, et al. Efficacy of esketamine nasal spray plus oral antidepressant treatment for relapse prevention in
patients with treatment-resistant depression: a randomized clinical trial. ☺AMA Psychiatry 2019. doi:
10.1001/jamapsychiatry.2019.1189.
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