
 
Delafloxacin...fluoroquinolone
µÑÇãËÁèÊÓËÃÑºÃÑ¡ÉÒâÃ¤µÔ´àª×éÍáº¤·ÕàÃÕÂà©ÕÂº¾ÅÑ¹·Õè¼ÔÇË¹Ñ§áÅÐâ¤Ã§ÊÃéÒ§¼ÔÇË¹Ñ§

¢èÒÇ»ÃÐ¨ÓÊÑ»´ÒËì·⌫è 1 à´×Í¹ ¡Ã¡®Ò¤Á ¾.È. 2560 â´Â Ë¹èÇÂ¤ÅÑ§¢éÍÁÙÅÂÒ ¤³ÐàÀÊÑªÈÒÊµÃì ÁËÒÇÔ·ÂÒÅÑÂÁËÔ´Å

 
Delaflo⌧acin à»ç¹ fluoroquinolone µÑÇãËÁè ÇÒ§¨ÓË¹èÒÂáÅéÇã¹ºÒ§»ÃÐà·ÈàÁ×èÍàÃçÇæ ¹⌫é
ãªéÃÑ¡ÉÒâÃ¤µÔ´àª×éÍáº¤·⌫àÃ⌫Âà©⌫Âº¾ÅÑ¹·⌫è¼ÔÇË¹Ñ§áÅÐâ¤Ã§ÊÃéÒ§¼ÔÇË¹Ñ§ (acute bacterial skin and skin structure infections)
ã¹¼ÙéãË­è«⌦è§âÃ¤à¡Ô´¨Ò¡áº¤·⌫àÃ⌫Â·⌫èäÇµèÍÂÒ¹⌫é·Ñé§ª¹Ô´á¡ÃÁºÇ¡ (gram-positive bacteria) áÅÐá¡ÃÁÅº (gram-negative bacteria)
ä´éá¡è �Gram-positive bacteria: Staphylococcus aureus (·Ñé§ª¹Ô´ methicillin-resistant S. aureus ËÃ×Í MRSA áÅÐª¹Ô´
methicillin-susceptible S. aureus ËÃ×Í MSSA), Staphylococcus haemolyticus, Staphylococcus lugdunensis, Streptococcus
agalactiae, Streptococcus anginosus Group (ä´éá¡è Streptococcus anginosus, Streptococcus intermedius áÅÐ Streptococcus
constellatus), Streptococcus pyogenes áÅÐ Enterococcus faecalis �Gram-negative bacteria: Escherichia coli, Enterobacter
cloacae, Klebsiella pneumoniae áÅÐ Pseudomonas aeruginosaDelaflo⌧acin ÍÍ¡Ä·¸Ôìàªè¹à´⌫ÂÇ¡Ñº fluoroquinolones ª¹Ô´Í×è¹
¤×ÍÂÑºÂÑé§àÍ¹ä«Áì topoisomerase IV áÅÐ DNA gyrase (topoisomerase II) ¢Í§áº¤·⌫àÃ⌫Â
«⌦è§àÍ¹ä«ÁìàËÅèÒ¹⌫é¨Óà»ç¹ÊÓËÃÑº¡ÃÐºÇ¹¡ÒÃ¶èÒÂáºº´⌫àÍç¹àÍ (DNA replication) ¡ÒÃ¶Í´ÃËÑÊ´⌫àÍç¹àÍ (DNA transcription)
¡ÒÃ«èÍÁá«Á´⌫àÍç¹àÍ (DNA repair) áÅÐ¡ÒÃàª×èÍÁµèÍ´⌫àÍ¹àÍ (DNA recombination)
ÂÒ¹⌫é¼ÅÔµÍÍ¡¨ÓË¹èÒÂã¹ÃÙ»ÂÒàÁç´ÊÓËÃÑºÃÑº»ÃÐ·Ò¹áÅÐÂÒ©⌫´ã¹ÃÙ»¹éÓÂÒÊÓËÃÑºãËéáººËÂ´à¢éÒËÅÍ´àÅ×Í´´Ó (intravenous infusion)
¢¹Ò´·⌫èá¹Ð¹Óã¹¡Ã³⌫·⌫èãªéËÂ´à¢éÒËÅÍ´àÅ×Í´´Ó¤×Í 300 ÁÔÅÅÔ¡ÃÑÁ ËÂ´ÂÒ¹Ò¹ 60 ¹Ò·⌫ ãËéÂÒ·Ø¡ 12 ªÑèÇâÁ§
ÊèÇ¹ª¹Ô´àÁç´ÃÑº»ÃÐ·Ò¹¤ÃÑé§ÅÐ 450 ÁÔÅÅÔ¡ÃÑÁ ·Ø¡ 12 ªÑèÇâÁ§ ÃÐÂÐàÇÅÒã¹¡ÒÃÃÑ¡ÉÒÃÇÁ·Ñé§ÊÔé¹ 5-14 ÇÑ¹
äÁèÇèÒ¨Ðãªéª¹Ô´ÂÒ©⌫´ËÃ×ÍÂÒàÁç´ ËÃ×ÍãªéÂÒ©⌫´¡èÍ¹áÅéÇà»Å⌫èÂ¹à»ç¹ÂÒàÁç´ ¡Ã³⌫ÂÒ©⌫´ËÒ¡ãËé¡Ñº¼Ùé»èÇÂ·⌫èäµ·Ó§Ò¹º¡¾ÃèÍ§·⌫èÁ⌫¤èÒ
creatinine clearance 15-29 ÁÔÅÅÔÅÔµÃ/¹Ò·⌫ ãËéÅ´¢¹Ò´ÂÒÅ§àËÅ×Í 200 ÁÔÅÅÔ¡ÃÑÁ ËÂ´ÂÒ¹Ò¹ 60 ¹Ò·⌫ ãËéÂÒ·Ø¡ 12 ªÑèÇâÁ§
ËÒ¡ãËéª¹Ô´ÃÑº»ÃÐ·Ò¹äÁèµéÍ§»ÃÑº¢¹Ò´ÂÒ äÁèãªé delaflo⌧acin ã¹¼Ùé»èÇÂâÃ¤äµÃÐÂÐÊØ´·éÒÂ (end stage renal disease) «⌦è§¤èÒ
creatinine clearance ¹éÍÂ¡ÇèÒ 15 ÁÔÅÅÔÅÔµÃ/¹Ò·⌫ ËÃ×Í¼Ùé·⌫è·Ó hemodialysis¡ÒÃ·⌫è delaflo⌧acin
ä´éÃÑºÍ¹ØÁÑµÔã¹¢éÍºè§ãªéÊÓËÃÑºÃÑ¡ÉÒ¡ÒÃµÔ´àª×éÍáº¤·⌫àÃ⌫Âà©⌫Âº¾ÅÑ¹·⌫è¼ÔÇË¹Ñ§áÅÐâ¤Ã§ÊÃéÒ§¼ÔÇË¹Ñ§¹Ñé¹
à¹×èÍ§¨Ò¡Á⌫¡ÒÃÈ⌦¡ÉÒ·Ò§¤ÅÔ¹Ô¡ÃÐÂÐ·⌫è 3 Ê¹ÑºÊ¹Ø¹¨Ó¹Ç¹ 2 ¡ÒÃÈ⌦¡ÉÒ·⌫èà»ç¹ randomized, multicenter, multinational,
double-blind, double-dummy, non-inferiority trials
ã¹¼Ùé»èÇÂ¼ÙéãË­è·⌫èà»ç¹âÃ¤µÔ´àª×éÍáº¤·⌫àÃ⌫Âà©⌫Âº¾ÅÑ¹·⌫è¼ÔÇË¹Ñ§áÅÐâ¤Ã§ÊÃéÒ§¼ÔÇË¹Ñ§¨Ó¹Ç¹ÃÇÁ 1,510 ¤¹ ã¹ Trial 1
È⌦¡ÉÒ¶⌦§¡ÒÃãªé delaflo⌧acin 300 ÁÔÅÅÔ¡ÃÑÁ ËÂ´à¢éÒËÅÍ´àÅ×Í´´Ó·Ø¡ 12 ªÑèÇâÁ§ à·⌫Âº¡Ñº comparator «⌦è§ä´éá¡è vancomycin 15
ÁÔÅÅÔ¡ÃÑÁ/¡ÔâÅ¡ÃÑÁ ÃèÇÁ¡Ñº aztreonam ÂÒ·Ñé§ÊÍ§¹⌫éãËé·Ò§ËÅÍ´àÅ×Í´´Ó ÊÓËÃÑº Trial 2 È⌦¡ÉÒ¶⌦§¡ÒÃãªé delaflo⌧acin 300
ÁÔÅÅÔ¡ÃÑÁ ËÂ´à¢éÒËÅÍ´àÅ×Í´´Ó·Ø¡ 12 ªÑèÇâÁ§ ãËéÂÒÃÇÁ 6 ¤ÃÑé§ ¨Ò¡¹Ñé¹à»Å⌫èÂ¹à»ç¹ÂÒª¹Ô´àÁç´ÃÑº»ÃÐ·Ò¹ã¹¢¹Ò´ 450 ÁÔÅÅÔ¡ÃÑÁ
·Ø¡ 12 ªÑèÇâÁ§ à·⌫Âº¡Ñº comparator ª¹Ô´à´⌫ÂÇ¡Ñº·⌫è¡ÅèÒÇ¢éÒ§µé¹ ËÒ¡¼Å¡ÒÃà¾ÒÐàª×éÍàÃÔèÁáÃ¡äÁè¾ºáº¤·⌫àÃ⌫Âá¡ÃÁÅº¨ÐËÂØ´ÂÒ
aztreonam ã¹¡ÒÃ»ÃÐàÁÔ¹¼Åàº×éÍ§µé¹´éÇÂ¼Å¡ÒÃµÍºÊ¹Í§·Ò§¤ÅÔ¹Ô¡·⌫è 48-72 ªÑèÇâÁ§ ¾ºÇèÒ delaflo⌧acin
ã¹·Ñé§ÊÍ§¡ÒÃÈ⌦¡ÉÒãËé¼Å¡ÒÃÃÑ¡ÉÒäÁè´éÍÂä»¡ÇèÒ comparator ÊÓËÃÑºÍÒ¡ÒÃäÁè¾⌦§»ÃÐÊ§¤ì·⌫è¾ºä´éºèÍÂà·⌫Âº¡Ñº comparator ä´éá¡è
¤Å×è¹äÊé (8% à·⌫Âº¡Ñº 6%) ·ÑÍ§à´Ô¹ (8% à·⌫Âº¡Ñº 3%) »Ç´È⌫ÃÉÐ (3% à·⌫Âº¡Ñº 6%) ÃÐ´ÑºàÍ¹ä«Áì transaminases à¾ÔèÁ¢⌦é¹ (3%
à·⌫Âº¡Ñº 4%) ÍÒà¨⌫Â¹ (2% à·èÒ¡Ñ¹) ÊèÇ¹¤Óàµ×Í¹ã¹¡ÒÃãªé delaflo⌧acin ¨Ð¤ÅéÒÂ¡Ñ¹¡ÑºÂÒÍ×è¹ã¹¡ÅØèÁ fluoroquinolones
«⌦è§àµ×Í¹¶⌦§¤ÇÒÁàÊ⌫èÂ§·⌫èÃØ¹áÃ§µèÍàÍç¹áÅÐÃÐºº»ÃÐÊÒ· (´Ù¢éÍÁÙÅà¾ÔèÁàµÔÁã¹àÃ×èÍ§ �Fluoroquinolones
¡Ñº¤ÇÒÁàÊ⌫èÂ§·⌫èÃØ¹áÃ§µèÍàÍç¹ ¡ÅéÒÁà¹×éÍ ¢éÍµèÍÏ...update� ã¹ �¢èÒÇÂÒ� »ÃÐ¨ÓÊÑ»´ÒËì·⌫è 2 à´×Í¹ ¡Ã¡®Ò¤Á »⌫ 2559 áÅÐàÃ×èÍ§
�Fluoroquinolones�àµ×Í¹Í⌫¡¤ÃÑé§¶⌦§¤ÇÒÁàÊ⌫èÂ§·⌫èÃØ¹áÃ§µèÍàÍç¹áÅÐÃÐºº»ÃÐÊÒ·� ã¹ �¢èÒÇÂÒ� »ÃÐ¨ÓÊÑ»´ÒËì·⌫è 1 à´×Í¹ Á⌫¹Ò¤Á »⌫
2560) á¾·Âì¤ÇÃËÂØ´ãËéÂÒ·Ñ¹·⌫ËÒ¡¼Ùé»èÇÂà¡Ô´¤ÇÒÁ¼Ô´»¡µÔ·⌫èºè§ª⌫é¶⌦§¤ÇÒÁàÊ⌫èÂ§¢éÒ§µé¹ àªè¹ àÍç¹ÍÑ¡àÊº ¡ÅéÒÁà¹×éÍÍèÍ¹áÃ§
à¡Ô´¤ÇÒÁ¼Ô´»¡µÔ¢Í§ÃÐºº»ÃÐÊÒ· áÅÐãËéËÅ⌫¡àÅ⌫èÂ§¡ÒÃãªé delaflo⌧acin ã¹¼Ùé·⌫èÁ⌫»ÃÐÇÑµÔÇèÒà»ç¹âÃ¤ myasthenia
gravisÍéÒ§ÍÔ§¨Ò¡: (1) Ba⌧dela (delaflo⌧acin) tablets, for oral use/ Ba⌧dela (delaflo⌧acin) for injection, for
intravenous use--Highlights of prescribing information, revised or issued: ☺une 2017.
https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/208610s000,208611s000lbl.pdf; (2) Candel F☺, Pe&#241;uelas M.
Delaflo⌧acin: design, development and potential place in therapy. Drug Des Devel Ther 2017;11:881-91; (3) Markham A.
Delaflo⌧acin: first global approval. Drugs 2017. doi: 10.1007/s40265-017-0790-5.
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