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ᖹᡂᖹᡂᖹᡂᖹᡂ「「「「「「「「ᖺᖺᖺᖺ4444᭶᭶᭶᭶    ᮾ໭ཌ⏕ᖺ㔠⑓㝔ᮾ໭ཌ⏕ᖺ㔠⑓㝔ᮾ໭ཌ⏕ᖺ㔠⑓㝔ᮾ໭ཌ⏕ᖺ㔠⑓㝔    ἞㦂ᑂᰝጤဨ఍἞㦂ᑂᰝጤဨ఍἞㦂ᑂᰝጤဨ఍἞㦂ᑂᰝጤဨ఍    

఍㆟఍㆟఍㆟఍㆟ࡢࡢࡢࡢグ㘓グ㘓グ㘓グ㘓ࡢࡢࡢࡢᴫせᴫせᴫせᴫせ 

                          

㛤ദ᪥᫬ ᖹᡂ㸰㸰᭶㸲᭶㸵᪥㸦Ỉ㸧P２. 5野00㹼5㸸40 

㛤ദሙᡤ 㸱㝵୰఍㆟ᐊ 

ฟᖍ⪅ ᮧୖ ୍ᏹ㸦ጤဨ㛗࣭⑓⌮㒊୺௵㒊㛗㸧ࠊ㙊⏣ ⿱㸦๪ጤဨ㛗࣭⸆๣㒊㛗㸧ࠊ 

୕ᾆ ㄔ㸦๪㝔㛗࣭ᚰ⮚⾑⟶እ⛉㸧ࠊ⚟ᓮ ⠜㸦๪㝔㛗࣭Ἢᒀჾ⛉㸧ࠊ 

ᐑཱྀ ಟ୍㸦௦ㅰ⢾ᒀ⑓㺜㺻㺞㺎୺௵㒊㛗㸧ࠊጒᑿ ໷ே㸦⏘፬ே⛉୺௵㒊㛗㸧ࠊ 

༓㔩 ⌮ె㸦⓶⭵⛉୺௵㒊㛗㸧ࠊᗉᏊ ᏕᏊ㸦┳ㆤᒁ㛗㸧ࠊඵᓥ ಙ⏨㸦஦ົᒁ㛗㸧ࠊ 

ᑠᯘ ᚭஓ㸦⤒⌮ㄢ㛗ව࣒ࢸࢫࢩ⟶⌮ㄢ㛗㸧ࠊ▮྿ ⿱Ꮚ㸦་஦ㄢ㛗㸧ࠊ 

ᫍ㔝 ῟㸦⸆๣㒊ဨ㸧ࠊబࠎᮌ ᜤ௓㸦እ㒊ጤဨ㸧ࠊᡞ⏣ ᩗ㸦እ㒊ጤဨ㸧 

Ḟᖍ⪅ ୕ᾆ ఙ⩏㸦⢭⚄⛉୺௵㒊㛗㸧୕ࠊ⏣ ᆅὈྖ㸦⥲ྜෆ⛉㒊㛗㸧ࠊ 

Ἠ ⩏ᙪ㸦⮫ᗋ᳨ᰝ㒊᳨ᰝᢏᖌ㛗㸧 

 

἞㦂ཬ἞㦂ཬ἞㦂ཬ἞㦂ཬࡧࡧࡧࡧ〇㐀㈍኎ᚋ⮫ᗋヨ㦂〇㐀㈍኎ᚋ⮫ᗋヨ㦂〇㐀㈍኎ᚋ⮫ᗋヨ㦂〇㐀㈍኎ᚋ⮫ᗋヨ㦂࡟࡟࡟࡟㛵㛵㛵㛵ࡿࡍࡿࡍࡿࡍࡿࡍᑂ㆟஦㡯ᑂ㆟஦㡯ᑂ㆟஦㡯ᑂ㆟஦㡯࣭࣭࣭࣭ሗ࿌஦㡯ሗ࿌஦㡯ሗ࿌஦㡯ሗ࿌஦㡯 

 

㸯㸬ᑂᰝ஦㡯 

㸯㸧㝔ෆ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ሗ࿌ 

ձ㸬࣐࣮ࣖࣥ࢓ࣇࣥࢭᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟㛵⠇࣐ࣜ࢘ࢳᝈ⪅ࢆᑐ㇟ࡢ３９４148）ࡓࡋ࡜➨

ϩ࣭Ϫ┦⮫ᗋヨ㦂㸦༢๣ᢞ୚㸧 

ୖグࡢ἞㦂ࠕ࡚࠸ࡘ࡟㔜⠜࡞᭷ᐖ஦㇟ࠖࡀⓎ⏕ࡓࡋⅭࠊ἞㦂ᢸᙜ་ᖌ࡟ㄝ᫂ࢆồࠊࡵ

ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ⤖ᯝᢎㄆࠋࡓࡗ࡞࡜ 

  

㸰㸧ᐇ᪋ィ⏬᭩➼୍ࡢ㒊ኚ᭦   

ձ㸬ࢫࣛࢸࢫ࢔〇⸆ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟ᡭ⾡ᚋ⑊③ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ 

㹗㹋㸯㸵㸵ࡢ➨Ϫ┦ヨ㦂 

ྠពㄝ᫂ᩥ᭩ࠊ἞㦂ศᢸ་ᖌࡢኚ᭦࡟ᇶ࡙ࠊࡁᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶ

 ࠋࡓࡗ࡞࡜ᢎㄆࡃ࡞ၥ㢟࡟≉ࠊࢀࡉᑂ㆟࡚࠸ࡘ࡟

 

㸱㸧Ᏻ඲ᛶ᝟ሗ➼࡟㛵ࡿࡍሗ࿌ 

ձ㸬࣐࣮ࣖࣥ࢓ࣇࣥࢭᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟㛵⠇࣐ࣜ࢘ࢳᝈ⪅ࢆᑐ㇟ࡢ３９４148）ࡓࡋ࡜➨

ϩ࣭Ϫ┦⮫ᗋヨ㦂㸦２９Xే⏝ᢞ୚㸧 

౫㢗⪅ࡽ࠿ሗ࿌ࡓࢀࡉᏳ඲ᛶ᝟ሗ࡚࠸ࡘ࡟㈐௵་ᖌࡢぢゎཬࡧ౫㢗⪅ࡢぢゎ࡟ᇶ࡙ࠊࡁ 

ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟࡟≉ࠋࡓࡋၥ㢟ࡃ࡞ᢎㄆࠋࡓࡗ࡞࡜ 

 

ղ㸬࣐࣮ࣖࣥ࢓ࣇࣥࢭᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟㛵⠇࣐ࣜ࢘ࢳᝈ⪅ࢆᑐ㇟ࡢ３９４148）ࡓࡋ࡜➨

ϩ࣭Ϫ┦⮫ᗋヨ㦂㸦༢๣ᢞ୚㸧 

౫㢗⪅ࡽ࠿ሗ࿌ࡓࢀࡉᏳ඲ᛶ᝟ሗ࡚࠸ࡘ࡟㈐௵་ᖌࡢぢゎཬࡧ౫㢗⪅ࡢぢゎ࡟ᇶ࡙ࠊࡁ 

ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟࡟≉ࠋࡓࡋၥ㢟ࡃ࡞ᢎㄆࠋࡓࡗ࡞࡜ 

 

ճ㸬➨୍୕ඹᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟㦵⢒㧼⑕ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ 

㸿㹋㹅㸯㸴㸰ࡢ➨Ϫ┦⮫ᗋヨ㦂 



 「

౫㢗⪅ࡽ࠿ሗ࿌ࡓࢀࡉᏳ඲ᛶ᝟ሗ࡚࠸ࡘ࡟㈐௵་ᖌࡢぢゎཬࡧ౫㢗⪅ࡢぢゎ࡟ᇶ࡙ࠊࡁ 

ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟࡟≉ࠋࡓࡋၥ㢟ࡃ࡞ᢎㄆࠋࡓࡗ࡞࡜ 

 

մ㸬኱ሯ〇⸆ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟㛵⠇࣐ࣜ࢘ࢳᝈ⪅ࢆᑐ㇟ࡓࡋ࡜㹁㹂㹎㸶㸵㸮２９ࡢXే

⏝᫬ࡢ᭷ຠᛶ᳨ドヨ㦂      

    ౫㢗⪅ࡽ࠿ሗ࿌ࡓࢀࡉᏳ඲ᛶ᝟ሗ࡚࠸ࡘ࡟㈐௵་ᖌࡢぢゎཬࡧ౫㢗⪅ࡢぢゎ࡟ᇶ࡙ࠊࡁ 

ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟࡟≉ࠋࡓࡋၥ㢟ࡃ࡞ᢎㄆࠋࡓࡗ࡞࡜ 

 

յ㸬኱ሯ〇⸆ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟㛵⠇࣐ࣜ࢘ࢳᝈ⪅ࢆᑐ㇟ࡓࡋ࡜㹁㹂㹎㸶㸵㸮２９ࡢXే

⏝᫬ࡢ㛗ᮇ⥅⥆ヨ㦂          

    ౫㢗⪅ࡽ࠿ሗ࿌ࡓࢀࡉᏳ඲ᛶ᝟ሗ࡚࠸ࡘ࡟㈐௵་ᖌࡢぢゎཬࡧ౫㢗⪅ࡢぢゎ࡟ᇶ࡙ࠊࡁ 

ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟࡟≉ࠋࡓࡋၥ㢟ࡃ࡞ᢎㄆࠋࡓࡗ࡞࡜ 

          

ն㸬࣐࣮࢓ࣇࢫ࢕ࢸࣝࣂࣀᰴᘧ఍♫ࡢ౫㢗៏ࡿࡼ࡟ᛶ㛢ሰᛶ⫵⑌ᝈ㸦㹁㹍㹎㹂㸧ᝈ⪅ࢆ 

ᑐ㇟ࡓࡋ࡜㹏㸿㹀㸯㸲㸷ࡢ➨Ϫ┦⮫ᗋヨ㦂㸦㛗ᮇᢞ୚ヨ㦂㸧 

౫㢗⪅ࡽ࠿ሗ࿌ࡓࢀࡉᏳ඲ᛶ᝟ሗ࡚࠸ࡘ࡟㈐௵་ᖌࡢぢゎཬࡧ౫㢗⪅ࡢぢゎ࡟ᇶ࡙ࠊࡁ 

ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟࡟≉ࠋࡓࡋၥ㢟ࡃ࡞ᢎㄆࠋࡓࡗ࡞࡜ 

 

շ㸬ࢫࣛࢸࢫ࢔〇⸆ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟ᡭ⾡ᚋ⑊③ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ 

㹗㹋㸯㸵㸵ࡢ➨Ϫ┦ヨ㦂 

౫㢗⪅ࡽ࠿ሗ࿌ࡓࢀࡉᏳ඲ᛶ᝟ሗ࡚࠸ࡘ࡟㈐௵་ᖌࡢぢゎཬࡧ౫㢗⪅ࡢぢゎ࡟ᇶ࡙ࠊࡁ

ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟࡟≉ࠋࡓࡋၥ㢟ࡃ࡞ᢎㄆࠋࡓࡗ࡞࡜ 

 

ո㸬࣐࣮࢓ࣇ࢜ࣅࢫ࢔ᰴᘧ఍♫ࡢ౫㢗࣮࣐࢖ࣁࢶࣝ࢔ࡿࡼ࡟ᆺㄆ▱⑕ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜

８：３ Y7017ࡢ➨Ϫ┦⮫ᗋヨ㦂 

౫㢗⪅ࡽ࠿ሗ࿌ࡓࢀࡉᏳ඲ᛶ᝟ሗ࡚࠸ࡘ࡟㈐௵་ᖌࡢぢゎཬࡧ౫㢗⪅ࡢぢゎ࡟ᇶ࡙ࠊࡁ 

ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟࡟≉ࠋࡓࡋၥ㢟ࡃ࡞ᢎㄆࠋࡓࡗ࡞࡜ 

 

㸰㸬ሗ࿌஦㡯     

㸯㸧㎿㏿ᑂᰝࡢሗ࿌          

ձ㸬➨୍୕ඹᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟㦵⢒㧼⑕ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ 

㸿㹋㹅㸯㸴㸰ࡢ➨Ϫ┦⮫ᗋヨ㦂 

἞㦂ศᢸ་ᖌࡢኚ᭦࡟ᇶ࡙ࠊࡁ㎿㏿ᑂᰝࢀࡉᢎㄆࡢࡑࠋࡿ࠸࡚ࢀࡉෆᐜ࡚࠸ࡘ࡟ሗ࿌

 㸦㎿㏿ᑂᰝ᪥㸸ᖹᡂ「「ᖺ4᭶6᪥㸧ࠋࡓࢀࡉ

 

㸰㸧⤊஢ሗ࿌ 

ձ㸬࢚ࣝ࢖ࣂ⸆ရᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟㠀ᘚ⭷⑕ᛶᚰᡣ⣽ືᝈ⪅ࡿࡅ࠾࡟ 

７iづa三oでa継an。BAY 5重-7重」重)ࡢ➨Ϫ┦⮫ᗋヨ㦂 

  ⤊஢ሗ࿌ࢀࡉ஢ᢎࠋࡓࢀࡉ 

 

㸱㸧๓ᅇ㆟஦㘓㸦఍㆟ࡢグ㘓㸧ཬࡧ఍㆟ࡢグ㘓ࡢᴫせࡢ☜ㄆ 

ᖹᡂ㸰㸰ᖺ㸱᭶㸱᪥㛤ദࡢᙜ἞㦂ᑂᰝጤဨ఍㆟஦㘓㸦఍㆟ࡢグ㘓㸧ཬࡧ㆟஦せ᪨㸦఍㆟ࡢグ

㘓ࡢᴫせ㸧ࡢ࡚࠸ࡘ࡟☜ㄆࡶࢀࡎ࠸ࠋࡓࡗ⾜ࢆ஢ᢎࠋࡓࢀࡉ 



 」

⮫ᗋヨ㦂ཬ⮫ᗋヨ㦂ཬ⮫ᗋヨ㦂ཬ⮫ᗋヨ㦂ཬࡧࡧࡧࡧ〇㐀㈍኎ᚋㄪᰝ〇㐀㈍኎ᚋㄪᰝ〇㐀㈍኎ᚋㄪᰝ〇㐀㈍኎ᚋㄪᰝ࡟࡟࡟࡟㛵㛵㛵㛵ࡿࡍࡿࡍࡿࡍࡿࡍᑂ㆟஦㡯ᑂ㆟஦㡯ᑂ㆟஦㡯ᑂ㆟஦㡯࣭࣭࣭࣭ሗ࿌஦㡯ሗ࿌஦㡯ሗ࿌஦㡯ሗ࿌஦㡯    

 

㸯㸬ᑂᰝ஦㡯 

㸯㸧 ᪂つᑂᰝ㸦⮫ᗋヨ㦂࣭〇㐀㈍኎ᚋㄪᰝ㸧 

ձ㸬୰➼ᗘάືᛶࢆ᭷ࡿࡍ㛵⠇㺶㺑㺭㺟ᝈ⪅ࡿࡅ࠾࡟㺒㺞㺦㺷㺜㺪㺽㺢⒪ἲࡢ᭷ຠᛶ᳨ࡢウ  

   ◊✲㈐௵་ᖌࡾࡼᮏ◊✲ࡢᴫせࠊ◊✲ᐇ᪋ィ⏬᭩➼࡚࠸ࡘ࡟ㄝ᫂ࠊࢀࡉ࡞ࡀ◊✲ᐇ᪋ࡢ

ጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟࡟≉ࠋࡓࢀࡉၥ㢟ࡃ࡞ᢎㄆࠋࡓࡗ࡞࡜ 

 

ղ㸬࣒ࣛࢶ኱ᘓ୰ᰝㄪ⦼ᡂ⏝౑㸧⏝⒪་㸦⢏㢛ࢫ࢚࢟‮  

   ஦ົᒁࡾࡼㄪᰝᐇ᪋せ㡯➼࡚࠸ࡘ࡟ㄝ᫂ࠊࢀࡉ࡞ࡀㄪᰝᐇ᪋ࡢጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࢀࡉ

 ࠋࡓࡗ࡞࡜ᢎㄆࡃ࡞ၥ㢟࡟≉ࠋࡓ

 

㸰㸬ሗ࿌஦㡯 

㸯㸧ᐇ᪋ィ⏬᭩➼୍ࡢ㒊ኚ᭦㸦〇㐀㈍኎ᚋㄪᰝ㸧 

ձ㸬㺚㺼㺈㺤㺣㺍㺖㘄「00mg≉ᐃ౑⏝ᡂ⦼ㄪᰝ㠀ᐃᆺ⫵⅖࡟ᑐࡿࡍ᭷ຠᛶ࡜Ᏻ඲ᛶࡢ☜ㄆ  

᳨ᰝ㡯┠ࡢኚ᭦࡟ᇶ࡙ࠊࡁᘬࡁ⥆ࡁヨ㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠊࡋ≉

 ࠋࡓࡗ࡞࡜ᢎㄆࡃ࡞ၥ㢟࡟

 

㸰㸧㎿㏿ᑂᰝࡢሗ࿌㸦⮫ᗋヨ㦂࣭〇㐀㈍኎ᚋㄪᰝ㸧          

ձ㸬᪥ᮏࡿࡅ࠾࡟⸆๣⁐ฟᆺࡢࢺࣥࢸࢫ↓సⅭ໬⮫ᗋヨ㦂 

◊✲ᐇ᪋ィ⏬᭩ཬࡧ◊✲ᮇ㛫㸦ᘏ㛗㸧ࡢኚ᭦࡟ᇶ࡙ࠊࡁᘬࢆ✲◊ࡁ⥆ࡁᐇ᪋ࡇࡿࡍ

 ࠋࡿ࠸࡚ࢀࡉᢎㄆࢀࡉ㎿㏿ᑂᰝ࡚࠸ࡘ࡟ጇᙜᛶࡢ࡜

 㸦㎿㏿ᑂᰝ᪥㸸ᖹᡂ「「ᖺ」᭶「」᪥㸧ࠋࡓࢀࡉሗ࿌࡚࠸ࡘ࡟ෆᐜࡢࡑ

 

ղ㸬࣮ࢱࢡ࢔ࣜࢡὀ ≉ᐃ౑⏝ᡂ⦼ㄪᰝ 

ㄪᰝᮇ㛫㸦ᘏ㛗㸧ࡢኚ᭦࡟ᇶ࡙ࠊࡁᘬࡁ⥆ࡁㄪᰝࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶ࡚࠸ࡘ࡟

㎿㏿ᑂᰝࢀࡉᢎㄆࠋࡿ࠸࡚ࢀࡉ 

 㸦㎿㏿ᑂᰝ᪥㸸ᖹᡂ「「ᖺ」᭶「」᪥㸧ࠋࡓࢀࡉሗ࿌࡚࠸ࡘ࡟ෆᐜࡢࡑ

 

ճ㸬ࢻ࣮ࣝࢡࣛࣂ㘄0.5mg ౑⏝ᡂ⦼ㄪᰝ 

ㄪᰝᮇ㛫㸦ᘏ㛗㸧ࡢኚ᭦࡟ᇶ࡙ࠊࡁᘬࡁ⥆ࡁㄪᰝࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜᛶ࡚࠸ࡘ࡟

㎿㏿ᑂᰝࢀࡉᢎㄆࠋࡿ࠸࡚ࢀࡉ 

 㸦㎿㏿ᑂᰝ᪥㸸ᖹᡂ「「ᖺ」᭶「6᪥㸧ࠋࡓࢀࡉሗ࿌࡚࠸ࡘ࡟ෆᐜࡢࡑ

 

㸱㸧⤊஢ሗ࿌㸦⮫ᗋヨ㦂࣭〇㐀㈍኎ᚋㄪᰝ㸧 

ձ㸬ࣥࢯ࣮ࣥ࢟ࣃ⑓ࡢてea三ing-off⌧㇟࡟ᑐࡿࡍᐈほⓗホ౯᪉ἲ᳨ࡢウ 

    ◊✲⤊஢࡚࠸ࡘ࡟ሗ࿌ࠊࡾ࠶ࡀ஢ᢎࠋࡓࢀࡉ 

 

ղ㸬ࣃࢫࣞࣆ㘄「00mg≉ᐃ౑⏝ᡂ⦼ㄪᰝ 

    ㄪᰝ⤊஢࡚࠸ࡘ࡟ሗ࿌ࠊࡾ࠶ࡀ஢ᢎࠋࡓࢀࡉ 

 

  ճ㸬ࣥࢺࢫ࢔࢙ࣇ㘄౑⏝ᡂ⦼ㄪᰝ 

    ㄪᰝ⤊஢࡚࠸ࡘ࡟ሗ࿌ࠊࡾ࠶ࡀ஢ᢎࠋࡓࢀࡉ 


