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1 28

52 YM060 5 µg 1 1
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1 1 10 µg 1 1
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7) 3

8) 1 2

9)

(3) IBS 5

50 S

50

(4) 20 64

(5)
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(15) YM060

(16)
4 6 29 80 3



2.5µg 5µg

YM060

3

1

(1) 10

(2) 5

(3) 0.7

0 1 2 3 4

(4) 1 2

(5) 3

4

(1)

(2) TSH FT3

FT4

(3) hCG
4 6 29 80 3

1

YM060 5 µg 1 5 µg

YM060 2.5 µg 1 2.5 µg

2

(1) 1

(2) 28 52 YM060 5 µg

1 1 4

2.5 µg

1 1 10 µg 1 1

3

5 µg  1 1 1 1

4

(1) IBS



 

 

治験依頼者名： 

アステラス製薬株式会社 
各試験の要約表 （審査当局使用欄） 

商品名：イリボー錠 2.5μg，5μg 申請資料中の該当箇所

分冊番号：未 定 
 

有効成分名：YM060 
（塩酸ラモセトロン） 

ページ：未 定  

減量基準：以下の基準をすべて満たす被験者．  
・ 投与開始1カ月目（1～4週）で IBS症状の全般改善効果が認められなかった被験者（「IBS
症状の全般改善効果」の月間ノンレスポンダー） 

・ 投与開始から 4週までに無排便，ブリストル便形状スケールのタイプ 1あるいは 2の
便形状が 3日以上連続した被験者  
又は，便秘，硬便，排便困難感，腹部膨満感等，本剤の薬理作用に基づくと考えられ

る有害事象が発現した被験者 
・ 4週来院時に治験責任（分担）医師が治験薬の減量を必要と判断した被験者 
・ 4 週来院時に治験責任（分担）医師が安全性（4 週来院時までの症状及び身体徴候）
に問題がないと判断した被験者 

・ 減量を希望する被験者 
 
(2) 便通状態等に対する効果が不充分のために IBS 症状の全般改善効果が認められなかった
と考えられる被験者に対して増量を行うこととした． 
増量基準：以下の基準をすべて満たす被験者．  
・ 投与開始1カ月目（1～4週）で IBS症状の全般改善効果が認められなかった被験者（「IBS
症状の全般改善効果」の月間ノンレスポンダー） 

・ 4週目（22日目～28日目）の便形状にブリストル便形状スケールのタイプ 4以下がな
い被験者 

・ 4週来院時に治験責任（分担）医師が治験薬の増量を必要と判断した被験者 
・ 4 週来院時に治験責任（分担）医師が安全性（4 週来院時までの症状及び身体徴候）
に問題がないと判断した被験者 

・ 増量を希望する被験者 
 
(3) 用量の維持 
減量あるいは増量を行った被験者について，治験責任（分担）医師が再度用量の変更を必要と

判断し被験者も希望した場合，原則 12週時に通常用量に戻すことができることとした． 
 

4．ロット番号 
5 μg；  
5 μg（増量時予備用）；  
2.5 μg；  

治験実施計画書で規定された評価期間： 

観察期：7日間 
治療期：28週間以上（最長 52週間） 

併用治療： 

1．併用禁止薬剤 
本試験の薬効評価に影響を及ぼすと考えられる以下の薬剤は，観察期を含む本試験期間中，

使用を禁止した．なお，併用禁止薬を服薬中の患者の本試験への組み入れに際しては，文書同

意取得後 3日以上の wash outを行った． 



2.5µg 5µg

YM060

(1) Mg Al Ca

(2)

(3)

(4)

(5)

(6)

(7)

(8)

(9)

(10)

(11)

(12)

(13)

(14)

(15)

(16)

(17)

(18)

2

4

1

(1)

(2)

(3)

(4) -

(5)

(6)

(7)

3

3 12

12

(1)

(2) S

(3)

(4)



2.5µg 5µg

YM060

4

3

1

4

2 3

3

1

2 g 

5 g 15 g 

5 g 10 g 

10 mg 

5 7.5 mg 

A 80 mg 240 mg 
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YM060

342

FAS 1 341 2.5 µg

37 5 µg 260 10 µg 44 PPS 327 2.5 µg

34 5 µg 251 10 µg 42 341

2.5 µg 37 5 µg 260 10 µg 44

2.5 µg 5 µg  10 µg

37 261 44 342 

37 261 44 342 

0 0 0 0 

FAS 37 260 44 341 

FAS 0 1 0 1 

PPS 34 251 42 327 

PPS 3 10 2 15 

37 260 44 341 

0 1 0 1 

%

 342 

5 µg 261(76.32%) 5 µg

    81(23.68%)  

5 µg  2.5 µg 37(10.82%) 

5 µg  2.5 µg 5 µg 0(0.00%) 
37(10.82%) 2.5 µg

5 µg  10 µg 42(12.28%) 

5 µg  10 µg 5 µg 2(0.58%) 
44(12.87%) 10 µg

5 µg 4



2.5µg 5µg

YM060

FAS

1 IBS

1 IBS 28.82%

2

7 73.63%

29 8 7

8 95%

13 97.92

29 8

(1)

IBS IBS

28 4 IBS IBS

(2)

(3)

28

12

IBS FAS

1  2  3  4  5  6  7

340 319 302 298 291 281 273 

98(28.82%) 126(39.50%) 144(47.68%) 169(56.71%) 182(62.54%) 195(69.40%) 201(73.63%)

95% 24.06 33.96 34.10 45.10 41.93 53.48 50.87 62.41 56.70 68.12 63.64 74.73 67.98 78.75

8  9  10  11  12  13

156 155 153 152 148 144 

149(95.51%) 149(96.13%) 147(96.08%) 145(95.39%) 143(96.62%) 141(97.92%) 

95% 90.97 98.18 91.77 98.57 91.66 98.55 90.74 98.13 92.29 98.89 94.03 99.57 



2.5µg 5µg

YM060

2

1 30.59%

2

7 72.89%

8

90% 13

93.75

FAS

1  2  3  4  5  6  7

340 319 302 298 291 281 273 

104(30.59%) 132(41.38%) 149(49.34%) 169(56.71%) 171(58.76%) 194(69.04%) 199(72.89%)

95% 25.73 35.79 35.92 47.00 43.56 55.12 50.87 62.41 52.87 64.48 63.28 74.40 67.21 78.08

8  9  10  11  12  13

156 155 153 152 148 144 

144(92.31%) 144(92.90%) 143(93.46%) 146(96.05%) 143(96.62%) 135(93.75%) 

95% 86.95 95.96 87.66 96.40 88.31 96.82 91.61 98.54 92.29 98.89 88.47 97.10 

3

1 30.00%

2

7 67.40%

8

90% 13

93.06

FAS

1  2  3  4  5  6  7

340 319 302 298 291 281 273 

102(30.00%) 114(35.74%) 134(44.37%) 160(53.69%) 172(59.11%) 182(64.77%) 184(67.40%)

95% 25.17 35.18 30.48 41.27 38.68 50.17 47.85 59.46 53.22 64.81 58.87 70.35 61.49 72.93

8  9  10  11  12  13

156 155 153 152 148 144 

140(89.74%) 139(89.68%) 139(90.85%) 137(90.13%) 137(92.57%) 134(93.06%) 

95% 83.88 94.02 83.78 93.98 85.12 94.91 84.25 94.37 87.09 96.23 87.60 96.62 
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4 IBS

12

5 IBS

1 IBS

25.46% 42.03% 2

7

71.04% 84.62%

8

95% 100% 13

97.37% 100.00%



2.5µg 5µg

YM060

IBS FAS

95%

1 271 69(25.46%) 20.38 31.08

2 256 89(34.77 ) 28.94 40.95

3 243 107(44.03%) 37.69 50.52

4 239 130(54.39%) 47.85 60.83

5 234 140(59.83%) 53.24 66.16

6 227 153(67.40%) 60.88 73.46

7 221 157(71.04%) 64.58 76.93

8 121 115(95.04%) 89.52 98.16

9 120 114(95.00%) 89.43 98.14

10 120 114(95.00%) 89.43 98.14

11 120 113(94.17%) 88.35 97.62

12 117 112(95.73%) 90.31 98.60

13 114 111(97.37%) 92.50 99.45

1 69 29(42.03%) 30.24 54.52

2 63 37(58.73%) 45.62 70.99

3 59 37(62.71%) 49.15 74.96

4 59 39(66.10%) 52.61 77.92

5 57 42(73.68%) 60.34 84.46

6 54 42(77.78%) 64.40 87.96

7 52 44(84.62%) 71.92 93.12

8 35 34(97.14%) 85.08 99.93

9 35 35(100.00%) 90.00 100.00 

10 33 33(100.00%) 89.42 100.00 

11 32 32(100.00%) 89.11 100.00 

12 31 31(100.00%) 88.78 100.00 

13 30 30(100.00%) 88.43 100.00 
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YM060

6 IBS

1 5 µg IBS

2.5 µg 5 µg 10 µg 0.00% 37.84% 0.00%

2 2.5 µg

5 µg 10 µg 47.22% 41.25% 23.26%

3

7 2.5 µg 5 µg

10 µg 75.00% 73.43% 73.68%

8 2.5 µg

100.00% 5 µg 95% 10 µg

95% 13

2.5 µg 5 µg 10 µg 100.00% 98.21%

95.00%



2.5µg 5µg

YM060

IBS FAS

1  2  3  4  5  6  7

37 36 31 31 29 29 28 

0(0.00%) 17(47.22%) 14(45.16%) 17(54.84%) 19(65.52%) 18(62.07%) 21(75.00%)

95% 0.00 30.41 27.32 36.03 45.67 42.26 55.13 

2.5 µg

95% 9.49 64.51 63.97 72.68 82.06 79.31 89.31 

259 240 229 225 221 213 207 

98(37.84%) 99(41.25%) 116(50.66%) 130(57.78%) 140(63.35%) 150(70.42%) 152(73.43%)

95% 31.91 34.96 43.99 51.03 56.62 63.80 66.86 

5 µg 

95% 44.05 47.76 57.30 64.31 69.71 76.46 79.31 

44 43 42 42 41 39 38 

0(0.00%) 10(23.26%) 14(33.33%) 22(52.38%) 23(56.10%) 27(69.23%) 28(73.68%)

95% 0.00 11.76 19.57 36.42 39.75 52.43 56.90 

10 µg 

95% 8.04 38.63 49.55 68.00 71.53 82.98 86.60 

8  9  10  11  12  13

14 14 14 13 12 12 

14(100.00%) 14(100.00%) 14(100.00%) 13(100.00%) 12(100.00%) 12(100.00%) 

95% 76.84 76.84 76.84 75.29 73.54 73.54 

2.5 µg

95% 100.00 100.00 100.00 100.00 100.00 100.00 

120 119 117 117 115 112 

114(95.00%) 114(95.80%) 112(95.73%) 111(94.87%) 111(96.52%) 110(98.21%) 

95% 89.43 90.47 90.31 89.17 91.33 93.70 

5 µg 

95% 98.14 98.62 98.60 98.10 99.04 99.78 

22 22 22 22 21 20 

21(95.45%) 21(95.45%) 21(95.45%) 21(95.45%) 20(95.24%) 19(95.00%) 

95% 77.16 77.16 77.16 77.16 76.18 75.13 

10 µg 

95% 99.88 99.88 99.88 99.88 99.88 99.87 



 

 

治験依頼者名： 

アステラス製薬株式会社 
各試験の要約表 （審査当局使用欄） 

商品名：イリボー錠 2.5μg，5μg 申請資料中の該当箇所

分冊番号：未 定 
 

有効成分名：YM060 
（塩酸ラモセトロン） 

ページ：未 定  

(7) 投与群別の有効性の分析（腹痛・腹部不快感改善効果） 
初回評価の1カ月目（5 μg投与期）における腹痛・腹部不快感改善効果の月間レスポンダー

率は，2.5 μg減量群，5 μg維持群及び 10 μg増量群でそれぞれ 21.62%，36.29%及び 4.55%で
あった．増減量後の最初の評価時である 2カ月目の月間レスポンダー率は，2.5 μg減量群，
5 μg維持群及び 10 μg増量群でそれぞれ 44.44%，43.75%及び 25.58%と改善効果が認められ
た．また，3カ月目以降の月間レスポンダー率及びレスポンダーになった症例数は，いずれ
の群においても増加しながら推移し，7カ月目の月間レスポンダー率は 2.5 μg減量群，5 μg
維持群及び 10 μg増量群でそれぞれ 67.86%，72.95%及び 76.32%であった．継続投与移行例
における8カ月目以降の月間レスポンダー率は，2.5 μg減量群ではほとんどの評価時点で80%
以上，5 μg維持群ではすべての評価時点で 90%以上，10 μg増量群ではほとんどの評価時点
で 95%以上であり，いずれの投与群も効果の持続が認められた．なお，13 カ月目の月間レ
スポンダー率は，2.5 μg減量群，5 μg維持群及び 10 μg増量群でそれぞれ 83.33%，95.54%及
び 90.00%であった．  

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



2.5µg 5µg

YM060

FAS

1  2  3  4  5  6  7

37 36 31 31 29 29 28 

8(21.62%) 16(44.44%) 16(51.61%) 18(58.06%) 15(51.72%) 18(62.07%) 19(67.86%)

95% 9.83 27.94 33.06 39.08 32.53 42.26 47.65 

2.5 µg

95% 38.21 61.90 69.85 75.45 70.55 79.31 84.12 

259 240 229 225 221 213 207 

94(36.29%) 105(43.75%) 118(51.53%) 128(56.89%) 134(60.63%) 149(69.95%) 151(72.95%)

95% 30.43 37.38 44.85 50.14 53.86 63.31 66.35 

5 µg 

95% 42.47 50.28 58.16 63.45 67.12 76.03 78.87 

44 43 42 42 41 39 38 

2(4.55%) 11(25.58%) 15(35.71%) 23(54.76%) 22(53.66%) 27(69.23%) 29(76.32%)

95% 0.56 13.52 21.55 38.67 37.42 52.43 59.76 

10 µg 

95% 15.47 41.17 51.97 70.15 69.34 82.98 88.56 

8  9  10  11  12  13

14 14 14 13 12 12 

12(85.71%) 11(78.57%) 13(92.86%) 12(92.31%) 11(91.67%) 10(83.33%) 

95% 57.19 49.20 66.13 63.97 61.52 51.59 

2.5 µg

95% 98.22 95.34 99.82 99.81 99.79 97.91 

120 119 117 117 115 112 

111(92.50%) 112(94.12%) 109(93.16%) 113(96.58%) 112(97.39%) 107(95.54%) 

95% 86.24 88.26 86.97 91.48 92.57 89.89 

5 µg 

95% 96.51 97.60 97.00 99.06 99.46 98.53 

22 22 22 22 21 20 

21(95.45%) 21(95.45%) 21(95.45%) 21(95.45%) 20(95.24%) 18(90.00%) 

95% 77.16 77.16 77.16 77.16 76.18 68.30 

10 µg 

95% 99.88 99.88 99.88 99.88 99.88 98.77 



2.5µg 5µg

YM060

8

1 5 µg

2.5 µg 5 µg 10 µg 18.92% 36.29% 2.27%

2 2.5 µg 5 µg

10 µg 41.67% 38.33% 16.28% 3

7 2.5 µg 5 µg 10 µg

71.43% 68.60% 57.89% 8

2.5 µg 100% 5 µg

90% 10 µg 85%

13 2.5 µg 5 µg 10 µg

100.00% 92.86% 90.00%



2.5µg 5µg

YM060

FAS

1  2  3  4  5  6  7

37 36 31 31 29 29 28 

7(18.92%) 15(41.67%) 11(35.48%) 16(51.61%) 21(72.41%) 19(65.52%) 20(71.43%)

95% 7.96 25.51 19.23 33.06 52.76 45.67 51.33 

2.5 µg

95% 35.16 59.24 54.63 69.85 87.27 82.06 86.78 

259 240 229 225 221 213 207 

94(36.29%) 92(38.33%) 111(48.47%) 122(54.22%) 129(58.37%) 139(65.26%) 142(68.60%)

95% 30.43 32.15 41.84 47.47 51.57 58.45 61.80 

5 µg 

95% 42.47 44.81 55.15 60.86 64.94 71.63 74.86 

44 43 42 42 41 39 38 

1(2.27%) 7(16.28%) 12(28.57%) 22(52.38%) 22(53.66%) 24(61.54%) 22(57.89%)

95% 0.06 6.81 15.72 36.42 37.42 44.62 40.82 

10 µg 

95% 12.02 30.70 44.58 68.00 69.34 76.64 73.69 

8  9  10  11  12  13

14 14 14 13 12 12 

14(100.00%) 14(100.00%) 14(100.00%) 12(92.31%) 12(100.00%) 12(100.00%) 

95% 76.84 76.84 76.84 63.97 73.54 73.54 

2.5 µg

95% 100.00 100.00 100.00 99.81 100.00 100.00 

120 119 117 117 115 112 

107(89.17%) 108(90.76%) 106(90.60%) 106(90.60%) 106(92.17%) 104(92.86%) 

95% 82.19 84.06 83.80 83.80 85.66 86.41 

5 µg 

95% 94.10 95.29 95.21 95.21 96.36 96.87 

22 22 22 22 21 20 

19(86.36%) 17(77.27%) 19(86.36%) 19(86.36%) 19(90.48%) 18(90.00%) 

95% 65.09 54.63 65.09 65.09 69.62 68.30 

10 µg 

95% 97.09 92.18 97.09 97.09 98.83 98.77 



2.5µg 5µg

YM060

9

19 3

12 12 10

1 10 8

10 PPS

PPS IBS

FAS

IBS YM060 5 µg 4 2.5 µg 10 µg

52

4 12 28 52

12 36

4 12 28 52 1

341

4 5 µg 3.6 pg/mL 12

2.5 µg 1.8 pg/mL 5 µg 4.8 pg/mL 10 µg 8.7 pg/mL

28 2.5 µg 2.8 pg/mL 5 µg 6.5 pg/mL

10 µg 8.3 pg/mL 52 2.5 µg

1.7 pg/mL 5 µg 4.2 pg/mL 10 µg 3.7 pg/mL

1 µg 4 0.7 pg/mL 12

0.9 pg/mL 28 1.2 pg/mL 52 0.8 pg/mL

1 µg 4 12

28 52 GMR 95%CI 1.082 0.902 1.298 1.305 1.081 1.575

1.064 0.840 1.348 12 28 52 GMR 95%CI

1.206 1.001 1.453 0.984 0.778 1.244 28 52 GMR 95%CI

0.815 0.642 1.036

5 µg 52



2.5µg 5µg

YM060

Medical Dictionary for Regulatory Activities Terminology 8.0 MedDRA 8.0

MedDRA 8.0 System Organ Class SOC

Preferred Term PT

2.5 µg 5 µg  10 µg

 342 37 261 44 

294(85.96%) 36(97.30%) 219(83.91%) 39(88.64%) 

118(34.50%) 30(81.08%) 78(29.89%) 10(22.73%) 

1(0.29%) 0(0.00%) 1(0.38%) 0(0.00%) 

12(3.51%) 2(5.41%) 7(2.68%) 3(6.82%) 

7(2.05%) 0(0.00%) 6(2.30%) 1(2.27%) 

39(11.40%) 6(16.22%) 27(10.34%) 6(13.64%) 

 70(20.47%) 18(48.65%) 48(18.39%) 4(9.09%) 

108(31.58%) 13(35.14%) 73(27.97%) 22(50.00%) 

21(6.14%) 3(8.11%) 16(6.13%) 2(4.55%) 



2.5µg 5µg

YM060

1

85.96%

2% 6.73% 3.51%

5.85% 8.48% 3.51% 8.19% 2.05% 2.05% 2.63%

2.34 2.05% 3.80% 34.21%

2.05% 3.80%

3.51% 2.05%

11.40% 3.22% 6.73% 2.63%

3.51% 5.26% 5.26% 4.68%

2.05%

2.5 µg 97.30% 5 µg 83.91% 10 µg

88.64%

4 5 µg 2.5 µg 78.38% 5 µg

28.74% 10 µg 31.82% 2.5 µg 5 µg

2.5 µg 5 µg 5%

5 2.5 µg 75.68% 5 µg

79.05% 10 µg 88.64% 4 5

5 µg 10 µg 2.5 µg

2.5 µg 5 µg

10 µg 5

2.5 µg 5 µg 5%



2.5µg 5µg

YM060

2%

 2.5 µg 5 µg  10 µg

37 261 44 342 

36(97.30%) 219(83.91%) 39(88.64%) 294(85.96%) 

30(81.08%) 105(40.23%) 16(36.36%) 151(44.15%) 

 10(27.03%) 12(4.60%) 1(2.27%) 23(6.73%) 

 0(0.00%) 10(3.83%) 2(4.55%) 12(3.51%) 

 1(2.70%) 14(5.36%) 5(11.36%) 20(5.85%) 

 7(18.92%) 21(8.05%) 1(2.27%) 29(8.48%) 

 1(2.70%) 8(3.07%) 3(6.82%) 12(3.51%) 

 13(35.14%) 14(5.36%) 1(2.27%) 28(8.19%) 

 1(2.70%) 6(2.30%) 0(0.00%) 7(2.05%) 

 2(5.41%) 3(1.15%) 2(4.55%) 7(2.05%) 

 1(2.70%) 6(2.30%) 2(4.55%) 9(2.63%) 

 2(5.41%) 5(1.92%) 1(2.27%) 8(2.34%) 

17(45.95%) 130(49.81%) 21(47.73%) 168(49.12%) 

 0(0.00%) 5(1.92%) 2(4.55%) 7(2.05%) 

 2(5.41%) 10(3.83%) 1(2.27%) 13(3.80%) 

 11(29.73%) 90(34.48%) 16(36.36%) 117(34.21%) 

 1(2.70%) 6(2.30%) 0(0.00%) 7(2.05%) 

13(35.14%) 73(27.97%) 22(50.00%) 108(31.58%) 

1(2.70%) 7(2.68%) 5(11.36%) 13(3.80%) 

1(2.70%) 7(2.68%) 4(9.09%) 12(3.51%) 

 1(2.70%) 3(1.15%) 3(6.82%) 7(2.05%) 

 2(5.41%) 25(9.58%) 12(27.27%) 39(11.40%) 

 0(0.00%) 8(3.07%) 3(6.82%) 11(3.22%) 

 3(8.11%) 15(5.75%) 5(11.36%) 23(6.73%) 

 0(0.00%) 8(3.07%) 1(2.27%) 9(2.63%) 

 3(8.11%) 6(2.30%) 3(6.82%) 12(3.51%) 

2(5.41%) 32(12.26%) 4(9.09%) 38(11.11%) 

 0(0.00%) 17(6.51%) 1(2.27%) 18(5.26%) 

2(5.41%) 24(9.20%) 6(13.64%) 32(9.36%) 

 2(5.41%) 14(5.36%) 2(4.55%) 18(5.26%) 

4(10.81%) 23(8.81%) 8(18.18%) 35(10.23%) 

 2(5.41%) 11(4.21%) 3(6.82%) 16(4.68%) 

2(5.41%) 20(7.66%) 5(11.36%) 27(7.89%) 

 1(2.70%) 4(1.53%) 2(4.55%) 7(2.05%) 



2.5µg 5µg

YM060

2%
0-4 (5 µg ) 5-52

2.5 µg 5 µg 10 µg 2.5 µg 5 µg 10 µg 

37 261 44 342 37 253 44 334 

29(78.38%) 75(28.74%) 14(31.82%) 118(34.50%) 28(75.68 ) 200(79.05 ) 39(88.64 ) 267(79.94 )

28(75.68 ) 35(13.41 ) 3(6.82 ) 66(19.30 ) 9(24.32 ) 81(32.02 ) 15(34.09 ) 105(31.44 )

10(27.03 ) 8(3.07 ) 0(0.00 ) 18(5.26 ) 1(2.70 ) 4(1.58 ) 1(2.27 ) 6(1.80 )

0(0.00 ) 2(0.77 ) 0(0.00 ) 2(0.58 ) 0(0.00 ) 8(3.16 ) 2(4.55 ) 10(2.99 )

0(0.00 ) 2(0.77 ) 1(2.27 ) 3(0.88 ) 1(2.70 ) 12(4.74 ) 4(9.09 ) 17(5.09 )

7(18.92 ) 6(2.30 ) 0(0.00 ) 13(3.80 ) 1(2.70 ) 19(7.51 ) 1(2.27 ) 21(6.29 )

0(0.00 ) 0(0.00 ) 0(0.00 ) 0(0.00 ) 1(2.70 ) 8(3.16 ) 3(6.82 ) 12(3.59 )

13(35.14 ) 8(3.07 ) 0(0.00 ) 21(6.14 ) 3(8.11 ) 8(3.16 ) 1(2.27 ) 12(3.59 )

0(0.00 ) 0(0.00 ) 0(0.00 ) 0(0.00 ) 1(2.70 ) 6(2.37 ) 0(0.00 ) 7(2.10 )

1(2.70 ) 0(0.00 ) 0(0.00 ) 1(0.29 ) 1(2.70 ) 3(1.19 ) 2(4.55 ) 6(1.80 )

0(0.00 ) 2(0.77 ) 0(0.00 ) 2(0.58 ) 1(2.70 ) 4(1.58 ) 2(4.55 ) 7(2.10 )

0(0.00 ) 0(0.00 ) 0(0.00 ) 0(0.00 ) 2(5.41 ) 5(1.98 ) 1(2.27 ) 8(2.40 )

1(2.70 ) 31(11.88 ) 7(15.91 ) 39(11.40 ) 17(45.95 ) 114(45.06 ) 18(40.91 ) 149(44.61 )

0(0.00 ) 1(0.38 ) 2(4.55 ) 3(0.88 ) 0(0.00 ) 5(1.98 ) 2(4.55 ) 7(2.10 )

0(0.00 ) 7(2.68 ) 1(2.27 ) 8(2.34 ) 2(5.41 ) 3(1.19 ) 0(0.00 ) 5(1.50 )

1(2.70 ) 17(6.51 ) 3(6.82 ) 21(6.14 ) 11(29.73 ) 80(31.62 ) 14(31.82 ) 105(31.44 )

0(0.00 ) 1(0.38 ) 0(0.00 ) 1(0.29 ) 1(2.70 ) 5(1.98 ) 0(0.00 ) 6(1.80 )

0(0.00 ) 5(1.92 ) 2(4.55 ) 7(2.05 ) 13(35.14 ) 70(27.67 ) 22(50.00 ) 105(31.44 )

0(0.00 ) 0(0.00 ) 0(0.00 ) 0(0.00 ) 1(2.70 ) 7(2.77 ) 5(11.36 ) 13(3.89 )

0(0.00 ) 0(0.00 ) 0(0.00 ) 0(0.00 ) 1(2.70 ) 7(2.77 ) 4(9.09 ) 12(3.59 )

0(0.00 ) 0(0.00 ) 0(0.00 ) 0(0.00 ) 1(2.70 ) 3(1.19 ) 3(6.82 ) 7(2.10 )

0(0.00 ) 1(0.38 ) 0(0.00 ) 1(0.29 ) 2(5.41 ) 24(9.49 ) 12(27.27 ) 38(11.38 )

0(0.00 ) 1(0.38 ) 1(2.27 ) 2(0.58 ) 0(0.00 ) 8(3.16 ) 2(4.55 ) 10(2.99 )

0(0.00 ) 2(0.77 ) 1(2.27 ) 3(0.88 ) 3(8.11 ) 13(5.14 ) 5(11.36 ) 21(6.29 )

0(0.00 ) 0(0.00 ) 0(0.00 ) 0(0.00 ) 0(0.00 ) 8(3.16 ) 1(2.27 ) 9(2.69 )

0(0.00 ) 1(0.38 ) 0(0.00 ) 1(0.29 ) 3(8.11 ) 5(1.98 ) 3(6.82 ) 11(3.29 )

0(0.00 ) 2(0.77 ) 0(0.00 ) 2(0.58 ) 2(5.41 ) 30(11.86 ) 4(9.09 ) 36(10.78 )

0(0.00 ) 0(0.00 ) 0(0.00 ) 0(0.00 ) 0(0.00 ) 17(6.72 ) 1(2.27 ) 18(5.39 )

0(0.00 ) 5(1.92 ) 1(2.27 ) 6(1.75 ) 2(5.41 ) 20(7.91 ) 5(11.36 ) 27(8.08 )

0(0.00 ) 3(1.15 ) 0(0.00 ) 3(0.88 ) 2(5.41 ) 12(4.74 ) 2(4.55 ) 16(4.79 )

1(2.70 ) 3(1.15 ) 3(6.82 ) 7(2.05 ) 3(8.11 ) 21(8.30 ) 5(11.36 ) 29(8.68 )

1(2.70 ) 2(0.77 ) 2(4.55 ) 5(1.46 ) 1(2.70 ) 10(3.95 ) 1(2.27 ) 12(3.59 )

0(0.00 ) 4(1.53 ) 1(2.27 ) 5(1.46 ) 2(5.41 ) 18(7.11 ) 4(9.09 ) 24(7.19 )

0(0.00 ) 1(0.38 ) 1(2.27 ) 2(0.58 ) 1(2.70 ) 4(1.58 ) 1(2.27 ) 6(1.80 )



2.5µg 5µg

YM060

2

2.05% 16.08% 67.84%

2%

 (n=342) 

232(67.84%) 55(16.08%) 7(2.05%) 294(85.96%)

125(36.55%) 25(7.31%) 1(0.29%) 151(44.15%)

21(6.14%) 2(0.58%) 0(0.00%) 23(6.73%)

7(2.05%) 5(1.46%) 0(0.00%) 12(3.51%)

19(5.56%) 1(0.29%) 0(0.00%) 20(5.85%)

25(7.31%) 4(1.17%) 0(0.00%) 29(8.48%)

11(3.22%) 1(0.29%) 0(0.00%) 12(3.51%)

26(7.60%) 2(0.58%) 0(0.00%) 28(8.19%)

6(1.75%) 1(0.29%) 0(0.00%) 7(2.05%)

7(2.05%) 0(0.00%) 0(0.00%) 7(2.05%)

9(2.63%) 0(0.00%) 0(0.00%) 9(2.63%)

8(2.34%) 0(0.00%) 0(0.00%) 8(2.34%)

152(44.44%) 15(4.39%) 1(0.29%) 168(49.12%)

5(1.46%) 2(0.58%) 0(0.00%) 7(2.05%)

9(2.63%) 4(1.17%) 0(0.00%) 13(3.80%)

115(33.63%) 2(0.58%) 0(0.00%) 117(34.21%)

7(2.05%) 0(0.00%) 0(0.00%) 7(2.05%)

103(30.12%) 5(1.46%) 0(0.00%) 108(31.58%)

13(3.80%) 0(0.00%) 0(0.00%) 13(3.80%)

12(3.51%) 0(0.00%) 0(0.00%) 12(3.51%)

7(2.05%) 0(0.00%) 0(0.00%) 7(2.05%)

39(11.40%) 0(0.00%) 0(0.00%) 39(11.40%)

9(2.63%) 2(0.58%) 0(0.00%) 11(3.22%)

22(6.43%) 1(0.29%) 0(0.00%) 23(6.73%)

8(2.34%) 1(0.29%) 0(0.00%) 9(2.63%)

12(3.51%) 0(0.00%) 0(0.00%) 12(3.51%)

31(9.06%) 7(2.05%) 0(0.00%) 38(11.11%)

14(4.09%) 4(1.17%) 0(0.00%) 18(5.26%)

31(9.06%) 1(0.29%) 0(0.00%) 32(9.36%)

18(5.26%) 0(0.00%) 0(0.00%) 18(5.26%)

33(9.65%) 2(0.58%) 0(0.00%) 35(10.23%)

16(4.68%) 0(0.00%) 0(0.00%) 16(4.68%)

26(7.60%) 1(0.29%) 0(0.00%) 27(7.89%)

7(2.05%) 0(0.00%) 0(0.00%) 7(2.05%)



2.5µg 5µg

YM060

3

34.50%

1% 6.73% 1.75% 1.75%

8.19% 8.19% 1.17% 1.17%

1.46% 1.17%

2.05% 1.17%

2.5 µg 81.08% 5 µg 29.89% 10 µg

22.73%

4 5 µg 2.5 µg 75.68% 5 µg

11.49% 10 µg 0.00% 2.5 µg 5 µg

2.5 µg 5 µg 5%

5 2.5 µg 27.03% 5 µg

22.92% 10 µg 22.73% 4 2.5 µg

5 µg 10 µg 2.5 µg 5 µg

2.5 µg 5 µg 10 µg 5

1%

2.5 µg 5 µg 10 µg

37 261 44 342

30(81.08%) 78(29.89%) 10(22.73%) 118(34.50%)

30(81.08%) 60(22.99%) 8(18.18%) 98(28.65%)

10(27.03%) 12(4.60%) 1(2.27%) 23(6.73%)

0(0.00%) 6(2.30%) 0(0.00%) 6(1.75%)

1(2.70%) 3(1.15%) 2(4.55%) 6(1.75%)

7(18.92%) 20(7.66%) 1(2.27%) 28(8.19%)

13(35.14%) 14(5.36%) 1(2.27%) 28(8.19%)

0(0.00%) 3(1.15%) 1(2.27%) 4(1.17%)

1(2.70%) 2(0.77%) 1(2.27%) 4(1.17%)

3(8.11%) 16(6.13%) 2(4.55%) 21(6.14%)

0(0.00%) 4(1.53%) 1(2.27%) 5(1.46%)

1(2.70%) 2(0.77%) 1(2.27%) 4(1.17%)

0(0.00%) 6(2.30%) 1(2.27%) 7(2.05%)

1(2.70%) 3(1.15%) 0(0.00%) 4(1.17%)



2.5µg 5µg

YM060

1%

0-4 5 µg  5-52

2.5 µg 5 µg 10 µg 2.5 µg 5 µg 10 µg 

37 261 44 342 37 253 44 334 

28(75.68 ) 30(11.49 ) 0(0.00 ) 58(16.96 ) 10(27.03 ) 58(22.92 ) 10(22.73 ) 78(23.35 )

28(75.68 ) 28(10.73 ) 0(0.00 ) 56(16.37 ) 7(18.92 ) 38(15.02 ) 8(18.18 ) 53(15.87 )

10(27.03 ) 8(3.07 ) 0(0.00 ) 18(5.26 ) 1(2.70 ) 4(1.58 ) 1(2.27 ) 6(1.80 )

0(0.00 ) 1(0.38 ) 0(0.00 ) 1(0.29 ) 0(0.00 ) 5(1.98 ) 0(0.00 ) 5(1.50 )

0(0.00 ) 1(0.38 ) 0(0.00 ) 1(0.29 ) 1(2.70 ) 2(0.79 ) 2(4.55 ) 5(1.50 )

7(18.92 ) 6(2.30 ) 0(0.00 ) 13(3.80 ) 1(2.70 ) 18(7.11 ) 1(2.27 ) 20(5.99 )

13(35.14 ) 8(3.07 ) 0(0.00 ) 21(6.14 ) 3(8.11 ) 8(3.16 ) 1(2.27 ) 12(3.59 )

0(0.00 ) 2(0.77 ) 0(0.00 ) 2(0.58 ) 0(0.00 ) 1(0.40 ) 1(2.27 ) 2(0.60 )

1(2.70 ) 2(0.77 ) 0(0.00 ) 3(0.88 ) 0(0.00 ) 0(0.00 ) 1(2.27 ) 1(0.30 )

0(0.00 ) 1(0.38 ) 0(0.00 ) 1(0.29 ) 3(8.11 ) 15(5.93 ) 2(4.55 ) 20(5.99 )

0(0.00 ) 0(0.00 ) 0(0.00 ) 0(0.00 ) 0(0.00 ) 4(1.58 ) 1(2.27 ) 5(1.50 )

0(0.00 ) 0(0.00 ) 0(0.00 ) 0(0.00 ) 1(2.70 ) 2(0.79 ) 1(2.27 ) 4(1.20 )

0(0.00 ) 0(0.00 ) 0(0.00 ) 0(0.00 ) 0(0.00 ) 6(2.37 ) 1(2.27 ) 7(2.10 )

0(0.00 ) 0(0.00 ) 0(0.00 ) 0(0.00 ) 1(2.70 ) 3(1.19 ) 0(0.00 ) 4(1.20 )



2.5µg 5µg

YM060

4

4

5

5 µg 1

3.51% 12 12

1 1

6

2.05% 16.08% 67.84%

7

11.40%

1%

2.5 µg 16.22% 5 µg 10.34% 10 µg 13.64%

8

20.47% 1%

2.63% 6.73% 6.43%

2.05% 2.5 µg

48.65% 5 µg 18.39% 10 µg 9.09% 2.5 µg

2.5 µg 5%

9

31.58% 2%

7.12% AST GOT 5.04% ALT GPT

5.93% -GTP 13.06% ALP 4.15% 2.07%

2.67% 3.86%

2.5 µg 35.14% 5 µg 27.97%

10 µg 50.00% 2.5 µg 5 µg 10 µg

5% AST GOT ALT GPT -GTP



2.5µg 5µg

YM060

1

2.5 µg 5 µg 10 µg 

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

0(0.00%) 2(0.78%) 0(0.00%) 2(0.60%)

36 256 44 336

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

0(0.00%) 3(1.17%) 0(0.00%) 3(0.89%)

36 256 44 336

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

0(0.00%) 3(1.17%) 0(0.00%) 3(0.89%)

36 256 44 336

3(8.33%) 16(6.23%) 5(11.36%) 24(7.12%)

0(0.00%) 2(0.78%) 1(2.27%) 3(0.89%)

36 257 44 337

0(0.00%) 0(0.00%) 1(2.27%) 1(0.29%)

1(2.70%) 1(0.39%) 1(2.27%) 3(0.88%)

37 258 44 339

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

2(5.41%) 2(0.78%) 0(0.00%) 4(1.19%)

37 256 44 337

AST(GOT) 1(2.70%) 9(3.52%) 7(15.91%) 17(5.04%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337

ALT(GPT) 1(2.70%) 11(4.30%) 8(18.18%) 20(5.93%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337

-GTP 2(5.41%) 28(10.94%) 14(31.82%) 44(13.06%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337

ALP 3(8.11%) 8(3.13%) 3(6.82%) 14(4.15%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337



2.5µg 5µg

YM060

2

2.5 µg 5 µg 10 µg 

LDH 0(0.00%) 4(1.56%) 1(2.27%) 5(1.48%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337

1(2.70%) 2(0.78%) 1(2.27%) 4(1.19%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337

1(2.70%) 3(1.17%) 3(6.82%) 7(2.07%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 257 44 338

0(0.00%) 1(0.39%) 0(0.00%) 1(0.30%)

1(2.70%) 0(0.00%) 1(2.27%) 2(0.59%)

37 257 44 338

1(2.70%) 2(0.78%) 0(0.00%) 3(0.89%)

0(0.00%) 1(0.39%) 0(0.00%) 1(0.30%)

37 256 44 337

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337

0(0.00%) 2(0.78%) 1(2.27%) 3(0.89%)

0(0.00%) 1(0.39%) 1(2.27%) 2(0.59%)

37 256 44 337

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337

0(0.00%) 8(3.13%) 1(2.27%) 9(2.67%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337

1(2.70%) 9(3.52%) 3(6.82%) 13(3.86%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337



2.5µg 5µg

YM060

10

6.14%

1%

AST GOT 1.19% ALT GPT 1.48% GTP 2.08% ALP 1.19%

2.5 µg

8.11% 5 µg 6.13% 10 µg 4.55% 2.5 µg 5 µg

10 µg

1

2.5 µg 5 µg 10 µg 

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

0(0.00%) 2(0.78%) 0(0.00%) 2(0.60%)

36 256 44 336

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

0(0.00%) 2(0.78%) 0(0.00%) 2(0.60%)

36 256 44 336

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

0(0.00%) 2(0.78%) 0(0.00%) 2(0.60%)

36 256 44 336

0(0.00%) 2(0.78%) 0(0.00%) 2(0.59%)

0(0.00%) 1(0.39%) 0(0.00%) 1(0.30%)

36 257 44 337

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

0(0.00%) 1(0.39%) 0(0.00%) 1(0.29%)

37 258 44 339

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

0(0.00%) 1(0.39%) 0(0.00%) 1(0.30%)

37 256 44 337

AST(GOT) 1(2.70%) 2(0.78%) 1(2.27%) 4(1.19%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337

ALT(GPT) 0(0.00%) 4(1.56%) 1(2.27%) 5(1.48%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337

-GTP 0(0.00%) 6(2.34%) 1(2.27%) 7(2.08%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337



2.5µg 5µg

YM060

2

2.5 µg 5 µg 10 µg 

ALP 1(2.70%) 3(1.17%) 0(0.00%) 4(1.19%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337

LDH 0(0.00%) 1(0.39%) 0(0.00%) 1(0.30%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337

1(2.70%) 2(0.78%) 0(0.00%) 3(0.89%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 257 44 338

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 257 44 338

0(0.00%) 1(0.39%) 0(0.00%) 1(0.30%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337

0(0.00%) 0(0.00%) 1(2.27%) 1(0.30%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

37 256 44 337



2.5µg 5µg

YM060

11

3 0.89%

2 1 3

IBS YM060

IBS

IBS

8

13

5 µg

2.5 µg

10 µg

85.96% 34.50%

2.5 µg 5 µg

10 µg 5

2.5 µg 5 µg

31.58%

6.14% 2.5 µg 5 µg 10 µg

AST GOT ALT GPT -GTP

YM060 5 µg 52

YM060 IBS IBS

IBS



2.5µg 5µg

YM060

28

IBS YM060 2.5 µg 5 µg 10 µg

IBS

2006 8 23
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