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ᖹᡂᖹᡂᖹᡂᖹᡂ 21212121 ᖺᗘ➨ᖺᗘ➨ᖺᗘ➨ᖺᗘ➨ 10101010 ᅇᅇᅇᅇ἞㦂ᑂᰝጤဨ఍἞㦂ᑂᰝጤဨ఍἞㦂ᑂᰝጤဨ఍἞㦂ᑂᰝጤဨ఍    ఍㆟఍㆟఍㆟఍㆟䛾䛾䛾䛾グ㘓グ㘓グ㘓グ㘓䛾䛾䛾䛾ᴫせᴫせᴫせᴫせ    
                                                                                                                                                                                                                            

㛤ദ᪥᫬ ᖹᡂ䠎䠎ᖺ䠍᭶䠎䠓᪥䠄Ỉ䠅 䠍䠓䠖䠏䠌䡚䠍䠔䠖䠌䠌 

㛤ദሙᡤ ᕷ❧◝Ἴ⥲ྜ⑓㝔  ➨䠐఍㆟ᐊ 

ฟᖍጤဨྡ 
ゅ⏣ Ύᚿ䚸 బ⸨ 㔜ᙪ䚸 ୖ㔝 ㍤ኵ䚸 ᑠす 㐨㞝䚸 䚸⚽ぶ ᔱ஬ 䚸⨾┤ ཎᯇ 䚸ᚭ ୖ‮  

Ọ᳃ ⪔἞䚸 ྜྷཎ ⠇ኵ䚸 ᪂ᒣ 㞞ኵ 

㆟㢟ཬ䜃ᑂ㆟ 

⤖ᯝ䜢ྵ䜐୺䛺 

㆟ㄽ䛾ᴫせ 

䛆ᑂ㆟஦㡯䛇 

㆟㢟① ኱ṇ〇⸆ᰴᘧ఍♫䛾౫㢗䛻䜘䜛㦵⢒㧼⑕ᝈ⪅䜢ᑐ㇟䛸䛧䛯Ro200-5450iv䛾 

➨Ⅱ/Ⅲ┦⮫ᗋヨ㦂 

௨ୗࠊ࡚࠸ࡘ࡟࡜ࡇࡢᘬ䛝⥆䛝἞㦂䜢ᐇ᪋䛩䜛䛣䛸䛾ጇᙜᛶ䛻䛴䛔䛶ᑂ㆟䛧䛯䚹 

㹟 ே஦␗ື➼ࡿࡼ࡟἞㦂ᐇ᪋ィ⏬᭩ࡢኚ᭦  

㹠 ᪂࡞ࡓᏳ඲ᛶ᝟ሗ 

ᑂ㆟⤖ᯝ㸸ᢎㄆ 

 

㆟㢟② ➨୍୕ඹᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟㦵⢒㧼⑕ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜AMG162(Denosumab) ࡢ 

➨Ϫ┦ヨ㦂 

ᙜヱ἞㦂⸆࡛Ⓨ⏕ࡓࡋ㔜⠜࡞๪స⏝ࠊ࡚࠸ࡘ࡟ᘬ䛝⥆䛝἞㦂䜢ᐇ᪋䛩䜛䛣䛸䛾ጇᙜᛶ䛻䛴䛔䛶

ᑂ㆟䛧䛯䚹 

ᑂ㆟⤖ᯝ㸸ᢎㄆ 

 

㆟㢟䐡 ᫂἞〇Ⳬᰴᘧ఍♫䛾౫㢗䛻䜘䜛ME3738䛾Cᆺ៏ᛶ⫢⅖ᝈ⪅䜢ᑐ㇟䛸䛧䛯➨Ⅱ┦ヨ㦂 

ే⏝ᚲ㡲⸆ࡢῧ௜ᩥ᭩ᨵゞ࡟కྠ࠺ពㄝ᫂ᩥ᭩ࡢኚ᭦࡚࠸ࡘ࡟ᑂ㆟䛧䛯䚹䜎䛯䚸2009ᖺ11᭶

䠑᪥ᨵゞ䛾ྠពㄝ᫂ᩥ᭩➨2.1∧䛾ㄗグゞṇ䛜ሗ࿌䛥䜜䛯䚹 

ᑂ㆟⤖ᯝ㸸ᢎㄆ 

 

㆟㢟䐢 ኱ሯ〇⸆ᰴᘧ఍♫䛾౫㢗䛻䜘䜛㛵⠇䝸䜴䝬䝏䜢ᑐ㇟䛸䛧䛯CDP870䛾MTX㠀ే⏝᫬䛾➨Ⅲ

┦᳨ドヨ㦂 

௨ୗࠊ࡚࠸ࡘ࡟࡜ࡇࡢᘬ䛝⥆䛝἞㦂䜢ᐇ᪋䛩䜛䛣䛸䛾ጇᙜᛶ䛻䛴䛔䛶ᑂ㆟䛧䛯䚹 

㹟 ᙜヱ἞㦂⸆࡛Ⓨ⏕ࡓࡋ㔜⠜࡞๪స⏝ 

㹠 ᥐ⨨ሗ࿌ 

ᑂ㆟⤖ᯝ㸸ᢎㄆ 
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 ㆟㢟⑤ ኱ሯ〇⸆ᰴᘧ఍♫䛾౫㢗䛻䜘䜛㛵⠇䝸䜴䝬䝏䜢ᑐ㇟䛸䛧䛯CDP870䛾MTX㠀ే⏝᫬䛾㛗ᮇ

⥅⥆ᢞ୚ヨ㦂 

௨ୗࠊ࡚࠸ࡘ࡟࡜ࡇࡢᘬ䛝⥆䛝἞㦂䜢ᐇ᪋䛩䜛䛣䛸䛾ጇᙜᛶ䛻䛴䛔䛶ᑂ㆟䛧䛯䚹䜎䛯䚸἞㦂༠ຊ

⪅㏣ຍ䛾ሗ࿌䛜䛒䛳䛯䚹 

㹟 ἞㦂ዎ⣙᭩ࡢኚ᭦ 

㹠 ᙜヱ἞㦂⸆࡛Ⓨ⏕ࡓࡋ㔜⠜࡞๪స⏝ 

㹡 ᥐ⨨ሗ࿌  

ᑂ㆟⤖ᯝ㸸ᢎㄆ 

 

㆟㢟⑥ ⴙ᭷〇⸆ᰴᘧ఍♫䛾౫㢗䛻䜘䜛Cᆺ៏ᛶ⫢⅖ᝈ⪅䜢ᑐ㇟䛸䛧䛯MK-7009䛾➨Ⅱ┦ヨ㦂 

௨ୗࠊ࡚࠸ࡘ࡟࡜ࡇࡢᘬ䛝⥆䛝἞㦂䜢ᐇ᪋䛩䜛䛣䛸䛾ጇᙜᛶ䛻䛴䛔䛶ᑂ㆟䛧䛯䚹䜎䛯䚸἞㦂ᐇ᪋

ィ⏬᭩ู⣬䠎ኚ᭦䛾ሗ࿌䛜䛒䛳䛯䚹 

㹟 ἞㦂ᐇ᪋ィ⏬᭩ࡢኚ᭦  

㹠 ㄝ᫂ᩥ᭩ྠࠊពᩥ᭩ࡢኚ᭦ 

㹡 ᙜヱ἞㦂⸆࡛Ⓨ⏕ࡓࡋ㔜⠜࡞๪స⏝἞㦂⸆Ᏻ඲ᛶ᝟ሗࠝಶู᝟ሗሗ࿌ࠞ 

ᑂ㆟⤖ᯝ㸸ᢎㄆ 

 

 
 


