
 

 

ᖹᡂ 24 ᖺᗘ➨ 1 ᅇ ᒣ㝜ປ⅏⑓㝔἞㦂ᑂᰝጤဨ఍ ఍㆟ࡢグ㘓ࡢᴫせ 

 

㛤ദ᪥᫬ 2012 ᖺ 4᭶ 10 ᪥㸦ⅆ㸧17:00㹼17:43 

㛤ദሙᡤ ᒣ㝜ປ⅏⑓㝔 3 㝵఍㆟ᐊ 

ฟᖍጤဨྡ 
ᓊᮏᖾᘅࠊ⚟㇂ᖾ஧ࠊ⦖⏣⪔஧ࠊụୖⱥᩥࠊ᠕ᮏ༓ᜨࠊ๓⏣ṇつࠊ᳃⏣୍኱ࠊ∦ᒣᗣ㞝ࠊ

ᒸᮏ຾ 

㆟㢟ཬࡧᑂ

㆟⤖ᯝྵࢆ

㆟ㄽ࡞୺ࡴ

 ᴫせࡢ

࠙ᑂ㆟஦㡯ࠚ 

㆟㢟ձ MSD ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟ C.difficile ឤᰁᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ MK-6072 ཬࡧ

MK-3415A  Ϫ┦ヨ㦂➨ࡢ

࣭἞㦂ᐇ᪋ィ⏬᭩➼ᥦฟࡓࢀࡉ㈨ᩱ࡟ᇶ࡙ࠊࡁ἞㦂ᐇ᪋ࡢጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

ᑂ㆟⤖ᯝ㸸ᢎㄆ 

㆟㢟ղ ᪥ᮏࣥࢥࣝ࢔ᰴᘧ఍♫ࡢ౫㢗ࢫ࢕ࢸࣥࢭࣝࡿࡼ࡟◪Ꮚయෆὀᑕᾮࡢ≉ᐃ౑⏝ᡂ⦼

ㄪᰝ 

   ࣭≉ᐃ౑⏝ᡂ⦼ㄪᰝᐇ᪋せ⥘➼ᥦฟࡓࢀࡉ㈨ᩱ࡟ᇶ࡙ࠊࡁ〇㐀㈍኎ᚋㄪᰝᐇ᪋ࡢጇ

ᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

   ᑂ㆟⤖ᯝ㸸ᢎㄆ 

㆟㢟③ ⏣㎶୕⳻〇⸆ᰴᘧ఍♫ࡢ౫㢗ࢡࢵࣅࣛࢸࡿࡼ࡟㘄ࡢ౑⏝ᡂ⦼ㄪᰝ 

   ࣭౑⏝ᡂ⦼ㄪᰝᐇ᪋せ⥘➼ᥦฟࡓࢀࡉ㈨ᩱ࡟ᇶ࡙ࠊࡁ〇㐀㈍኎ᚋㄪᰝᐇ᪋ࡢጇᙜᛶ

 ࠋࡓࡋᑂ㆟࡚࠸ࡘ࡟

   ᑂ㆟⤖ᯝ㸸ᢎㄆ 

㆟㢟④ ኱ሯ〇⸆ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟㛵⠇࣐ࣜ࢘ࢳᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ CDP870 ࡢ MTX ే⏝

᫬ࡢ➨Ϫ┦㛗ᮇᏳ඲ᛶヨ㦂 

   ࣭἞㦂ᐇ᪋ィ⏬᭩ཬࡧ἞㦂ᐇ᪋ィ⏬᭩ูῧ㈨ᩱ㸰ࡢኚ᭦ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆ

ᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

࣭἞㦂༠ຊ⪅ࡢኚ᭦ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟

 ࠋࡓࡋ

࣭ᙜヱ἞㦂⸆࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍ

ጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

   ᑂ㆟⤖ᯝ㸸ᢎㄆ 

㆟㢟⑤ ኱ሯ〇⸆ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟㛵⠇࣐ࣜ࢘ࢳᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ CDP870 ࡢ MTX 㠀ే

⏝᫬ࡢ➨Ϫ┦㛗ᮇᏳ඲ᛶヨ㦂 

   ࣭἞㦂ᐇ᪋ィ⏬᭩ཬࡧ἞㦂ᐇ᪋ィ⏬᭩ูῧ㈨ᩱ㸯ࡢኚ᭦ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆ

ᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

࣭἞㦂༠ຊ⪅ࡢኚ᭦ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟

 ࠋࡓࡋ

࣭ᙜヱ἞㦂⸆࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍ

ጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

   ᑂ㆟⤖ᯝ㸸ᢎㄆ 

㆟㢟ն ኱ሯ〇⸆ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟᪩ᮇ㛵⠇࣐ࣜ࢘ࢳᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ CDP870ࡢ➨Ϫ

┦ヨ㦂 

   ࣭἞㦂ᐇ᪋ィ⏬᭩ཬࡧ἞㦂ᐇ᪋ィ⏬᭩ูῧ㈨ᩱ㸯ู࣭ῧ㈨ᩱ㸰ู࣭ῧ㈨ᩱ㸱ࡢኚ᭦

 ࠋࡓࡋᑂ㆟࡚࠸ࡘ࡟ጇᙜᛶࡢ࡜ࡇࡿࡍᐇ᪋ࢆ἞㦂ࡁ⥆ࡁᘬࠊ࡚࠸ࡘ࡟

   ࣭἞㦂༠ຊ⪅ࡢኚ᭦ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟

 ࠋࡓࡋ

   ࣭ᙜヱ἞㦂⸆࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍ

ጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

ᑂ㆟⤖ᯝ㸸ᢎㄆ 

㆟㢟շ ኱ሯ〇⸆ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟ᚰ୙඲ᝈ⪅ࢆᑐ㇟ࡢࣥࢱࣉࣂࣝࢺࡓࡋ࡜➨ϫ┦ヨ

㦂 



 

 ࣭἞㦂ᐇ᪋ィ⏬᭩ูῧ㈨ᩱ㸰ู࣭ῧ㈨ᩱ㸲ู࣭ῧ㈨ᩱ㸳ู࣭ῧ㈨ᩱ㸴ู࣭ῧ㈨ᩱ㸵࣭

ูῧ㈨ᩱ㸶ࡢኚ᭦ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟

 ࠋࡓࡋ

࣭἞㦂ศᢸ་ᖌ࣭἞㦂ዎ⣙᭩࣭἞㦂༠ຊ⪅ࡢኚ᭦ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡍ

 ࠋࡓࡋᑂ㆟࡚࠸ࡘ࡟ጇᙜᛶࡢ࡜ࡇࡿ

࣭ᙜヱ἞㦂⸆࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍ

ጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

ᑂ㆟⤖ᯝ㸸ᢎㄆ 

㆟㢟⑧ Ṋ⏣⸆ရᕤᴗᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟ NSAID 㛗ᮇᢞ୚ࢆᚲせࡿࡍ࡜⫶࣭༑஧ᣦ⭠₽

⒆᪤ ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ TAK-438  Ϫ┦ヨ㦂➨ࡢ

࣭἞㦂ᐇ᪋ィ⏬᭩ู⣬㸯ู࣭⣬㸰ࡢኚ᭦ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍ

ጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

࣭἞㦂ศᢸ་ᖌ࣭἞㦂ዎ⣙᭩࣭἞㦂༠ຊ⪅ࡢኚ᭦ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡍ

 ࠋࡓࡋᑂ㆟࡚࠸ࡘ࡟ጇᙜᛶࡢ࡜ࡇࡿ

࣭ᙜヱ἞㦂⸆࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍ

ጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

ᑂ㆟⤖ᯝ㸸ᢎㄆ 

㆟㢟⑨ Ṋ⏣⸆ရᕤᴗᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟ NSAID 㛗ᮇᢞ୚ࢆᚲせࡿࡍ࡜⫶࣭༑஧ᣦ⭠₽

⒆᪤ ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ TAK-438  Ϫ┦㛗ᮇ⥅⥆ᢞ୚ヨ㦂➨ࡢ

࣭἞㦂ᐇ᪋ィ⏬᭩ู⣬㸯ู࣭⣬㸰ࡢኚ᭦ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍ

ጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

࣭἞㦂ศᢸ་ᖌ࣭἞㦂ዎ⣙᭩࣭἞㦂༠ຊ⪅ࡢኚ᭦ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡍ

 ࠋࡓࡋᑂ㆟࡚࠸ࡘ࡟ጇᙜᛶࡢ࡜ࡇࡿ

࣭ᙜヱ἞㦂⸆࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍ

ጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

ᑂ㆟⤖ᯝ㸸ᢎㄆ 

㆟㢟⑩ ⏕໬Ꮫᕤᴗᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟⭜᳝᳝㛫ᯈ࣊ࣝ࢔ࢽᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ SI-6603 ࡢ

➨Ϫ┦ヨ㦂 

࣭἞㦂ศᢸ་ᖌ࣭἞㦂ዎ⣙᭩࣭἞㦂༠ຊ⪅ࡢኚ᭦ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡍ

 ࠋࡓࡋᑂ㆟࡚࠸ࡘ࡟ጇᙜᛶࡢ࡜ࡇࡿ

ᑂ㆟⤖ᯝ㸸ᢎㄆ 

௚ ㆟㢟ձ ᖹᡂࡢࡑ 23 ᖺᗘ➨ 12 ᅇ἞㦂ᑂᰝጤဨ఍㸦2012 ᖺ 3᭶ 13 ᪥㛤ദ㸧ศࡢ఍㆟ࡢグ㘓ࡢᴫ

せ࡚࠸ࡘ࡟ 

࣭ෆᐜࡀ☜ㄆࠊࢀࡉᙜ㝔࣮࣒࣮࣍࣌࡟ࢪබ⾲ࡀ࡜ࡇࡿࡍ஢ᢎࠋࡓࢀࡉ 

 


