
 

 

ᖹᡂ 24 ᖺᗘ➨ 3 ᅇ ᒣ㝜ປ⅏⑓㝔἞㦂ᑂᰝጤဨ఍ ఍㆟ࡢグ㘓ࡢᴫせ 

 

㛤ദ᪥᫬ 2012 ᖺ 6᭶ 12 ᪥㸦ⅆ㸧17:04㹼17:44 

㛤ദሙᡤ ᒣ㝜ປ⅏⑓㝔 ᖿ㒊఍㆟ᐊ 

ฟᖍጤဨྡ 
ᓊᮏᖾᘅࠊ⚟㇂ᖾ஧ࠊ⦖⏣⪔஧ࠊᑠ㔝බ㄃ࠊ᠕ᮏ༓ᜨࠊ㛗㇂ᕝ⣧୍ࠊ๓⏣ṇつࠊ᳃⏣୍኱ࠊ

∦ᒣᗣ㞝ࠊᒸᮏ຾ 

㆟㢟ཬࡧᑂ

㆟⤖ᯝྵࢆ

㆟ㄽ࡞୺ࡴ

 ᴫせࡢ

࠙ᑂ㆟஦㡯ࠚ 

㆟㢟ձ ᰴᘧ఍♫༙࣒ࣛࢶࡿࡼ࡟࣒ࣛࢶኟ№ᚰ࿌ሗ⑕ᰁឤ࣭⏝స๪ࡢ‮ 

   ࣭Ᏻ඲ᛶ᝟ሗㄪᰝ⚊➼ᥦฟࡓࢀࡉ㈨ᩱ࡟ᇶ࡙ࠊࡁ〇㐀㈍኎ᚋㄪᰝᐇ᪋ࡢጇᙜᛶࡘ࡟

 ࠋࡓࡋᑂ㆟࡚࠸

   ᑂ㆟⤖ᯝ㸸ᢎㄆ 

㆟㢟② ኱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 

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

ጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

   ᑂ㆟⤖ᯝ㸸ᢎㄆ 

㆟㢟③ ኱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 

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

ጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

   ᑂ㆟⤖ᯝ㸸ᢎㄆ 

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

┦ヨ㦂 

   ࣭἞㦂ᐇ᪋ィ⏬᭩ูῧ㈨ᩱ㸯ู࣭ῧ㈨ᩱ㸰ู࣭ῧ㈨ᩱ㸱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յ ኱ሯ〇⸆ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟ᚰ୙඲ᝈ⪅ࢆᑐ㇟ࡢࣥࢱࣉࣂࣝࢺࡓࡋ࡜➨ϫ┦ヨ

㦂 

࣭἞㦂ᐇ᪋ィ⏬᭩ูῧ㈨ᩱ㸯ู࣭ῧ㈨ᩱ㸱ࡢኚ᭦ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡍ

 ࠋࡓࡋᑂ㆟࡚࠸ࡘ࡟ጇᙜᛶࡢ࡜ࡇࡿ

࣭἞㦂ศᢸ་ᖌཬࡧ἞㦂ዎ⣙᭩ࡢኚ᭦ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇ

ᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

࣭ᙜ㝔࡚࡟Ⓨ⏕ࡓࡋ἞㦂ᐇ᪋ィ⏬᭩ࡢࡽ࠿㐓⬺࡚࠸ࡘ࡟ሗ࿌ࠋࡓࡋ 

ᑂ㆟⤖ᯝ㸸ᢎㄆ 

㆟㢟⑥ 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⏬᭩ู⣬㸰ࡢኚ᭦ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶ࡟

 ࠋࡓࡋᑂ㆟࡚࠸ࡘ

࣭἞㦂ዎ⣙᭩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 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⏬᭩ู⣬㸰ࡢኚ᭦ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶ࡟

 ࠋࡓࡋᑂ㆟࡚࠸ࡘ

࣭἞㦂ዎ⣙᭩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⑧ ⏕໬Ꮫᕤᴗᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟⭜᳝᳝㛫ᯈ࣊ࣝ࢔ࢽᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ SI-6603 ࡢ

➨Ϫ┦ヨ㦂 

࣭἞㦂ᐇ᪋ィ⏬᭩ู⣬㸰ࡢኚ᭦ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶ࡟

 ࠋࡓࡋᑂ㆟࡚࠸ࡘ

࣭⿕㦂⪅ເ㞟ᐇ᪋ᴫせࡢኚ᭦ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶࡘ࡟

 ࠋࡓࡋᑂ㆟࡚࠸

ᑂ㆟⤖ᯝ㸸ᢎㄆ 

㆟㢟չ Ṋ⏣⸆ရᕤᴗᰴᘧ఍♫ࡢ౫㢗ࢫࢡࢵࣅ࢕ࢸࢡ࣋ࡿࡼ࡟Ⅼ⁲㟼ὀࡢ≉ᐃ౑⏝ᡂ⦼ㄪ 

    ᰝ   

   ࣭ዎ⣙ෆᐜࡢኚ᭦ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ〇㐀㈍኎ᚋㄪᰝࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶࡘ࡟

 ࠋࡓࡋᑂ㆟࡚࠸

ᑂ㆟⤖ᯝ㸸ᢎㄆ 

࠙ሗ࿌஦㡯ࠚ 

㆟㢟ձ ࢫ࢕ࢸࣥ࣋࢔࣭࢕ࣇࣀࢧᰴᘧ఍♫ࡢ౫㢗ࣛࢻࣆ࢔ࡿࡼ࡟ὀࡢ౑⏝ᡂ⦼ㄪᰝ 

   ࣭ㄪᰝ⤊஢ࡢሗ࿌ 

௚ ㆟㢟ձ ᖹᡂࡢࡑ 24 ᖺᗘ➨ 2ᅇ἞㦂ᑂᰝጤဨ఍㸦2012 ᖺ 5᭶ 8 ᪥㛤ദ㸧ศࡢ఍㆟ࡢグ㘓ࡢᴫせ

 ࡚࠸ࡘ࡟

࣭ෆᐜࡀ☜ㄆࠊࢀࡉᙜ㝔࣮࣒࣮࣍࣌࡟ࢪබ⾲ࡀ࡜ࡇࡿࡍ஢ᢎࠋࡓࢀࡉ 

㆟㢟② ་⸆ရࡢ⮫ᗋヨ㦂ࡢᐇ᪋ࡢᇶ‽࡟㛵ࡿࡍ┬௧㸦㹅㹁㹎┬௧㸧୍ࡢ㒊ᨵṇ㸦⸆㣗ᑂ

ᰝⓎ 1024 ➨ 1ྕ㸸ᖹᡂ 23 ᖺ 10 ᭶ 24 ᪥㸧࡟కྛ࠺✀᭩㢮ࡢᨵゞ࡚࠸ࡘ࡟ 

   ࣭㏻▱࡟ᇶ࡙ࠕࠊࡁ἞㦂࡟ಀࡿࢃᶆ‽ᴗົᡭ㡰᭩ ἞㦂ᑂᰝጤဨ఍ᶆ‽ᴗົᡭ㡰᭩ࠖࠕࠖ

᭩ᘧ୍⤫ࠕ ࢆ࡜ࡇ࠺࠸࡜ࡿᚓࢆᢎㄆࡢ㝔㛗ࠊࡋ༠㆟ࢆᨵゞ᱌ࡢ➼἞㦂ዎ⣙᭩ࠖࠕࠖ

Ỵᐃࠋࡓࡋ 

㆟㢟③ ᖹᡂ 24 ᖺᗘ➨ 5ᅇ἞㦂ᑂᰝጤဨ఍ࡢ㛤ദ᪥࡚࠸ࡘ࡟ 

   ࣭㛤ദணᐃ᪥ࡀ 2012 ᖺ 8 ᭶ 14 ᪥࡛ࠊࡾ࠶ኚ᭦ࡀᥦ᱌ࠊࡀࡓࢀࡉኚ᭦࡜ࡿࡍᓊᮏጤ 

    ဨ㛗ࡀฟᖍฟ᮶ࠊࡵࡓࡿ࡞ࡃ࡞ᙜึࡢணᐃ㏻ࡢࡾ㛤ദࠋࡓࡋ࡜ 

 


