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昕美○R                                                                                                              

(1)10mg̔ ‰ ̔2013 06 26    (2) 50mg̔ ‰ ̔2013 06 26  

ḱ ̔2015 03 15              ḱ ̔2018 01 03  

                  2018 01 03                        2020 12 24  

2020 12 24                        2021 04 23  

                 2021 04 23  

ז ӥ 

ה  ӥ Ҋᶏ   

ȍ Ȏ 

̔ ז  

̔Decitabine for Injection 

̔Zhusheyong Dixitabin 

ȍ    ᴍȎ 

ᴍ̔ ז ̂5- -2Ľ- ̃ 

̔4- -1-(2- -β-D- - )-1̆3̆5-҈ -2(1H)-  

̔ 

 

№ ̔C8H12N4O4 

№ ̔228.21 

  ̔ ԋ ȁ Ȃ 

ȍ     Ȏ 

ҹ Ȃ 

ȍ   Ȏ 
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ԍ IPSS № ҹҬ -1ȁҬ -2 ∆ ȁ

(MDS) ̆ MDS̆ FAB № ֒ ̔

̆ ᵄ ̆ ᵄ ̆

ᵄ - ̆ - Ȃ 

ȍ     Ȏ 

̂1̃10mĝ̕ 2̃50mg  

ȍ Ȏ 

ῃ ץ ҳ ̆ Ḡ

ҩ ╠ Ȃ ╠ Ȃ ΐ

ᶏ Ҋᶏ Ȃ 

ԍ MDS ̆ ң ̔3 5 Ȃ ̆

4 ҩ Ȃp ԇ 4 ҩ ҉ץ Ȃ

₮ ̆ ̆↕ ץ Ȃ 

4 ҩ ̆ ̂ ȁ Ҭ ̃

╠ ̆ ₮ ̂ ҉ ȁ

ⱴ̃̆ ҹ ̆ ῒז ף Ȃ 

Ҍ ᾢᶏ ̆ᵖ ̆ ץ ԇ Ȃ 

3  

╕ ҹ 15mg/m2̆ 3 ̆҉ץ 8 ѿ ̆ 3

̂ ҩ 9 Ȃ̃ ҳ ⌠ ̆ 6

1 ҩ Ȃ ╕ Ҍ 45mg/m2̆ ҩ ╕ Ҍ

135mg/m2Ȃ ѿ ̆ ԇ Ȃ 

5  

╕ ҹ 20mg/m2̆ 1 ̆҉ץ 1 ̆ 5 ̂

ҩ 5 Ȃ̃ ҳ ⌠ ̆ 4 1

ҩ Ȃ ╕ Ҍ 20mg/m2̆ ҩ ╕ Ҍ

100mg/m2Ȃ ѿ ̆ ԇ Ȃ ץ ᶏ

Ȃ 

└ ῏  

∆ MDS └ ῒ ῏ Ҍ Ԋᴆ̂ ⁞ ȁ



3 /῍ 27  

ȁҬ ⁞ ȁ Ҭ ⁞ Ȃ̃ └

₮ Ȃ ԍ₮ └ ῏ ̆ Ҋ ╕

Ȃ 

-5  

ҹԅ ᴨ ̆ Ҍ ᵞ╕ ̆ Ҋ ̔ 

ѻ╠ 3 ҩ ╕  

1 ҩ ῤ̆ 3 4 ⁞ ̆ Ҍѿ ף MDS Ȃ

╠ ⁞ 3 ҩ ӊ ₮ Ȃ 

╠ 3 ҩ ῤ̆Ҭ Ҭ ⁞ ’Ҋ̂ Ҭ ̖1000/

ëL̃̆ ҹԅ ᴨ ̆ ‰ ῤ ѿ℗ ץ̆

Ȃ ̆ ץ ԇ ̆ ԍ

500/ëLȂ ̆ ԇ ץ̆

MDS Ȃ 

ҍӊ ᵌ̆Ҭ ⁞ ’Ҋ̂ ̖25000/ëL̃̆ ҹԅ ᴨ

̆ ‰ ῤ ѿ℗ ץ̆ Ȃ₮ ’Ҋ̆

ԇ Ȃ 

ѻ3 ҩ ӊ ╕  

₮ Ҋ↓ ҍ ῏ Ԋᴆ̆ ̔ 

ѻ └ ῏ ̂ ԇᾟ№ ̆ ԇᾟ№

₮ Ȃ̃ 

ѻ └ ̆ ӈҹ ѿҩ ̆ ’Ҋ̆

̂Ů5% ̃ 6 6  Ȃ҉ץ

̂ Ҭ ̘1000/ëL̆ ̘50000/ëL̃ 8

↕̆҉ץ Ả ̆ 8 7 ῤ ᵀ̂

┬ ᵀ Ȃ̃ ԍ ԅ 6 ҩ ғ ̆

’Ҋ̆ ∞ ̆ ץ 8 Ȃ 

-3  

ѻ╠ 3 ҩ ╕  

1 ҩ ῤ̆ 3 4 ⁞ ̆ Ҍѿ ף MDS Ȃ

╠ ⁞ 3 ҩ ӊ ₮ Ȃ 
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╠ 3 ҩ ῤ̆Ҭ Ҭ ⁞ ’Ҋ̂ Ҭ ̖1000/

ëL̃̆ ҹԅ ᴨ ̆ ‰ ῤ ѿ℗ ץ̆

Ȃ ̆ ץ ԇ ̆ ԍ

500/ëLȂ ̆ ԇ ץ̆

MDS Ȃ 

ҍӊ ᵌ̆Ҭ ⁞ ’Ҋ̂ ̖25000/ëL̃̆ ҹԅ ᴨ

̆ ‰ ῤ ѿ℗ ץ̆ Ȃ₮ ’Ҋ̆

ԇ Ȃ 

ѻ3 ҩ ӊ ╕  

╠ 1 ҩ ̆ ̂ Ҭ ̘1000/ë

L̆ ̘50000/ëL̃ 6 ̆ғ ҹ ⁞ ҍ

῏̆↕Ҋѿ ̆ғ╕ Ҋץ ↕ Ȃ ╕

ᵞ ̆Ҍ Ῥץ ╕ Ȃ 

ѻ 6 ̆ᵖ ԍ 8 - 2 ̆ғ ╕ ⁞

⌠ 11mg/m2̆ 8 1 ̂33mg/m2/ ̆99mg/m2/ Ȃ̃ 

ѻ 8 ̆ᵖ ԍ 10 - 2 ̆҉ץ ╕

⁞ ⌠ 11mg/m2̆ 8 1 ̂33mg/m2/ 9̆9mg/m2/ ̃̆

Ҭ̆ ҳ ’ԇץ Ȃ 

ѻ 10 - Ả ̆ 10 7 ῤ

ᵀ̂ ┬ ᵀ Ȃ̃ ̆ ԍ ԅ 6 ҩ ғ

̆ ’Ҋ̆ ∞ ̆ ץ 10

Ȃ 

ԍ  

1 ҩ ̆ ₮ Ҋץ ̆ Ả

1̔̃ ů2mg/dL 2̃̕Ҙ ̂ALT ȁ̃ ů2 Ṑ

ṿ҉ ̂ULÑ̕ 3̃ ꜚ └ Ȃ 

ֲ  

ᾙ ̔ᾙ ῃ Ȃ 

̔ Ҭ Ȃ ╕

ᵀȂ ⱳ ̆ ℗ ̂ ȍ Ԋ
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Ȏ ȍ ⱬꜚף Ȏ̃Ȃ 

̔ Ҭ Ȃ ̆ Ҭ

ҳ Ҍ̆ ╕ Ȃ

֓ ӊ ̂ ȍ ⱬꜚף Ȏ̃Ȃ 

 

ȂҌ Ҭ Ȃ 

ҹ ᶏ └╕Ȃ ᾧ ҍ ̆ ᵹ Ḡ Ȃ

‰ Ȃ 

ᴆҊ ̂USP̃ ̂10mg 2ml

̕50mg 10ml ̃̔ ml 5.0mg ז

̆pH ṿҹ 6.7~7.3Ȃ Ῥ 0.9% ȁ 5%

ѿ ҹ 0.15~1.0mg/ml Ȃ Ҍ 15 № ῤ

ᶏ ̆↕ ᵞ ̂2Ņ~8Ņ̃ └ ̆ 2Ņ~8Ņ̆

Ҍ 4 Ȃ 

ᾛ ̆ ╠ Ҍ Ȃ Ҍ

̆Ҍ ᶏ Ȃ 

ᴋᵥ ᶏ ֟ Ȃ 

’Ҋ̆ Ҍ ҍῒז Ȃ Ҍ ҍῒז ᶏ

/ Ȃ 

ȍҌ Ȏ 

ז ῃ Ὲ ֟ (DacogenTM)ҳ ҳ ᶏ

Ȃ 

3 5 Һ Ҍ └ └

ҳ Ȃ 

ҳ  

ז ԅ 3 ҳ ̂N=66ȁN=98 N=99̃ 1 ץ

ҹ ҳ ̂N=83 ᶛ ז ̆N=81 ᶛ Ȃ̃

ԅ ֓ҳ Ҭ ⌠ Ҍ ȂҌ ԍ Ҍ Ԋᴆ

ῃ ᵀ̆ ҹҍᶏ ῏ Ҍ ԊᴆȂҌ ҩᶛ Ҍ Ԋᴆ

ҍ ז ᶏ ῏ Ȃ ғ̆ ԍҳ Ҍ ᴆҊ ̆
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ѿ ҳ Ҭ ⌠ Ҍ Ҍ ҍ ѿ ҳ

ҬҌ ̆ ғ ҳ Ҭ ⌠ Ҍ

Ȃ 

Ҍ  

ҳ Ҭ Ҍ ҹҬ ⁞ ȁ ⁞ ȁ ȁ ӎȁ

ȁ ȁ ȁ ȁḂ ȁ ȁ ̂ ȁ Ȃ̃ 

ŉ ҳ (D-0007)Ҭ̆ ז (≥1˿) ҳ Ҍ

 

Ả ̔ ⁞ ȁҬ ⁞ ȁ ȁ № ȁ

- Ảȁ ȁ ῤ₮ ȁ ⱳ Ȃ 

̔Ҭ ⁞ ̆ ̆ ̆Ҭ ῏ ̆

Ҭ ⁞ ̕ 

╕ ⁞ ̔Ҭ ⁞ ̆ ⁞ ̆ ̆ ṩ̆ ̆ ꜚ ̆

̆ Ȃ 

Ҍ Ḥ  

Ҋץ ԅ MDS III ̂D-0007̃Ҭ ז 83 ᶛ Ҍ

’Ȃ Ҭ̆ ז ҹ 15mg/m2 ̆ 8 1

̆ 3 ̆ 6 ҹ 1 Ȃ Ҭᵝ ҹ 3̂0~9 Ȃ̃ 1 ↓₮ԅ

ז ≥5%ғ ԍ Ҍ Ԋᴆ̂ Ҍ

῏ Ȃ̃ 

1̔III MDS ҳ Ҭ̆ ז ≥5%ғ ԍ

Ҍ Ԋᴆ 

ז  N=83(%) N=81(%) 

 

Ҭ ⁞ * 75(90) 58(72) 

⁞  74(89) 64(79) 

NOS 68(82) 60(74) 

Ҭ ⁞

* 
24(29) 5(6) 
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⁞ NOS 23(28) 11(14) 

 10(12) 6(7) 

 4(5) 1(1) 

 

NOS 5(6) 0(0) 

 

 5(6) 0(0) 

 

 35(42) 13(16) 

Ḃ  29(35) 11(14) 

NOS 28(34) 13(16) 

NOS 21(25) 7(9) 

NOS 12(14) 5(6) 

 11(13) 4(5) 

 10(12) 5(6) 

Ҍ  10(12) 1(1) 

 8(10) 2(2) 

₮  7(8) 5(6) 

 7(8) 3(4) 

Ḃ 6(7) 3(4) 

 6(7) 2(2) 

 5(6) 2(2) 

 NOS 5(6) 1(1) 

 4(5) 3(4) 

 4(5) 1(1) 

҉  4(5) 1(1) 

 4(5) 0(0) 

 4(5) 0(0) 

ῃ ᵝ  
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 44(53) 23(28) 

 21(25) 13(16) 

ὅ  18(22) 14(17) 

 NOS 15(18) 5(6) 

 NOS 11(13) 5(6) 

ṩ 10(12) 3(4) 

NOS 9(11) 0(0) 

ṕ 7(8) 3(4) 

Ҍ  6(7) 3(4) 

 5(6) 3(4) 

Ҍ  4(5) 1(1) 

 NOS 4(5) 1(1) 

ᵝ  4(5) 1(1) 

ᵝ  4(5) 0(0) 

ᵝ  4(5) 0(0) 

 

 12(14) 4(5) 

᷅  

 NOS* 18(22) 11(14) 

 10(12) 6(7) 

 NOS 8(10) 1(1) 

῏  7(8) 0(0) 

 NOS* 6(7) 1(1) 

 6(7) 0(0) 

 5(6) 2(2) 

 NOS 4(5) 2(2) 

 4(5) 0(0) 

ᴴ̆Ҭ ҍ ᵬ ῏  

 6(7) 3(4) 
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ᴴ NOS 

��
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 6(7) 1(1) 

Ҍ  5(6) 0(0) 

 4(5) 1(1) 

 

 23(28) 11(14) 

 15(18) 10(12) 

⁞  9(11) 1(1) 

 

 23(28) 11(14) 

 10(12) 3(4) 

 9(11) 8(10) 

 

 5(6) 3(4) 

 4(5) 1(1) 

ȁ  

 33(40) 25(31) 

 13(16) 6(7) 

 12(14) 1(1) 

⁞  8(10) 7(9) 

ᵞ  8(10) 4(5) 

 7(8) 2(2) 

 4(5) 2(2) 

Ҋ  

 18(22) 12(15) 

 NOS 16(19) 7(9) 

 12(14) 5(6) 

 NOS 9(11) 3(4) 

 9(11) 2(2) 

 7(8) 1(1) 
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 NOS 5(6) 1(1) 

 5(6) 0(0) 

ҍ  

 32(39) 13(16) 

 19(23) 10(12) 

ᵞ  NOS 5(6) 4(5) 

 NOS 4(5) 3(4) 

̔NOS  

* ֓Ԋᴆᵄ  

ҳ Ҍ  

D-0007 Ҭ̆ ז 3ȁ4 Ҍ Ԋᴆ Ҭ

⁞ ̂87% ȁ̃ ⁞ ̂85% ȁ̃ Ҭ ⁞ ̂23%̃

⁞ ̂22% Ȃ̃ └ ⁞ ȁ Ҭ

Ȃ 6 ᶛ ₮ ҍ ῏ Ԋᴆץ ҍ ῏

└̂ ȁҬ ⁞ ȁ ⁞ ̃̂ ȍ Ԋ Ȏ̃Ȃ 

83 ᶛ ז Ҭ̆ 8 ᶛ ҹҌ Ԋᴆ ӄ Ҭ ԅ ̆

81 ᶛҬ 1 ᶛȂ 

ҳ Ҍ Ḥ  

ѿ ҳ DACO-020̂ N=99 Ҭ̃̆ ז ץ 20mg/m2 1

̆҉ץ 1 ̆ 5 ̆4 ҹ 1 ҩ Ȃ 2 ↓₮ԅ ≥5%

Ҍ Ԋᴆ̂Ҍ ῏ Ȃ̃ 

2̔ ҳ Ҭ̆ ≥5% Ҍ Ԋᴆ§ 

 
ז  

N=99̂%̃ 

 

 31(31) 

Ҭ ⁞ * 20(20) 

⁞  6(6) 

Ҭ ⁞ * 38(38) 
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 5(5) 

 36(36) 

᷅  

 9(9) 

 6(6) 

* 20(20) 

 6(6) 

 8(8) 

 5(5) 

҉  10(10) 

* 7(7) 

ᴴ̆Ҭ ҍ ᵬ ῏  

ᴴ 9(9) 

 

 6(6) 

 5(5) 

ᵣ ⁞  9(9) 

ף Ῑ  

 23(23) 

⁞  8(8) 

 8(8) 

 6(6) 

ᵞ  12(12) 

ᵞ  5(5) 

 

῏  17(17) 

 18(18) 

 6(6) 

 7(7) 
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ⱬ 5(5) 

 5(5) 

 9(9) 

 18(18) 

 

 21(21) 

 23(23) 

 

 9(9) 

 8(8) 

 9(9) 

 14(14) 

ȁ  

 27(27) 

 29(29) 

 13(13) 

 8(8) 

 5(5) 

ᾟ  5(5) 

Ҋ  

 8(8) 

 9(9) 

 5(5) 

 5(5) 

 12(12) 

 9(9) 

 11(11) 

 5(5) 

ҍ  



15 /῍ 27  

 6(6) 

ᵞ  11(11) 

§ ҳ Ҭ̆ ԍҳ ᵣ Ҍ Ԋᴆ̆ ᾢ

ӈ Ȃ ̆ ҹҌ ԊᴆȂ 

* ֓Ԋᴆᵄ  

ҳ Ҍ  

DACO-020 Ҭ̆ ז ץ 20mg/m2 1 ̆҉ץ 1 ̆

5 ̆ 3ȁ4 Ҍ Ԋᴆ Ҭ ⁞ ̂37% ȁ̃

⁞ ̂24%̃ ̂22% Ȃ̃78% ₮ ╕ ̆ Ҭᵝ ҹ

7 ̆ № Ȃ ╕ Ả

Ȃ8 ᶛ / ₮ Ԋᴆ̂ ῒҬ 7 ᶛ

└ ҳ ’Ҋ̃̆ ҹ ҍ ῏Ȃ99 Ҭ 19

Ҍ Ԋᴆ ӄ Ả Ȃ 

֓ MDS Ҭ 6̆5 ҉ץ ῃ Ҍ Ȃ ῃ

Ӟ ≢ Ȃ ⱳ Ҍῃ Ȃ ז

₮ Ҥ Ҍ Ԋᴆ̂Ҍ ῏ ̃ ̂ ╠ 1

2 ↓̃̔  

● ̔ └ȁ ̕ 

● ̔ ȁ - Ảȁ ȁ ȁ ҉ ꜚ ̕ 

● ̔ ȁ҉ ₮ ̕ 

●ῃ ᵝ ̔ ȁ ᵝ₮ ̕ 

● ̔ ̕ 

● ᷅ ̔ ȁ ȁ ȁ ȁ

ȁ Ẋ ȁ № ̕ 

● ᴴ̆Ҭ ҍ ᵬ ῏ ̔ ȁ ₮ ̕ 

● ̔ ῤ₮ ̕ 

● ̔ ̕ 

● ̔ ȁ ₮ ̕ 

● ȁ ̔ ȁ ₮ȁ ȁ Ảȁ
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̕ 

● ̔II Ҭ ז ̂ ̃ Ȃ 

№Ҍ  

ῃ № Ҭ̆ ҊҌץ ԅ ̔ 

 ז ԅ ῤ ̆

ȁ ȁ ȁ ᴡᾥȁ ȁ ᴡᾥȂ 

 ז ԅҤ ῏Ҍ ̆ᶛ ᴡᾥȁ

̆ ֓Ԋᴆᵄ Ȃ 

 Ҥ ⁞ ’Ҋ̆ ז ԅҤ ₮ ῏Ҍ

̆ᶛ Ҭ ₮ ̂1%̃ ₮ ̂2%̃Ȃ 

 ̆ ῃ ꜛ Ҍ Ȃ ꜛ

̆ ̆ ԍҬ ⁞ ᶏ / ̂ᶛ G-

CSF̃̆ ԍ ⁞ Ȃ ԍ ᶏ ז ’̆

ȍ ȎȂ 

Ҭ ҳ  

Ҭ ѿ ҳ MYE-3002 ᵣ ῃ ҍῃ III ҳ

D-0007 ҳ DACO-020 ѿ ̆ Ҭ ₮ ῃ Ḥ

Ȃ ᵣ ̆ ῏ Ҍ ҹ └ ῏ ῒ

̂ ⁞ ȁ ȁ҉ ȁ ȁ Ȃ̃ 

2011 8 ̆ ῃ ̂≥10% ̃ Ҍ Ԋ

ᴆ̂AẼҹ ̂ ᵞȁ ᵞȁ Ҭ

ᵞȁ ᵞȁҘ ȁ̃ ȁ҉ ȁ

ȁ ȁ ȁᵞ ȁ ȁḂ ȁ ȁ Ȃ Ҥ Ҍ

Ԋᴆ̂ SAẼ ҹ 20%̆ SAE ҹ №̆≢ 11% 3%Ȃ

Ҍ ҹ 5 ᶛ̂4%̃̕ Ả Ҍ

ҹ 8 ᶛ̂6% Ȃ̃ 3 ԅ 3 5 ῃ Ḥ Ȃ 

3̔ MedDRA № ₮ Ҍ

Ԋᴆ̂TEAẼ̂ ᴋѿ ≥5%̃̂ MYE-3002  - ῃ №

̃ 
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(%) 

 

(%) 

 

(%) 

Ҍ Ԋᴆ(TEAE) 32(94.1) 65(67.0) 97(74.0) 

 30(88.2) 58(59.8) 88(67.2) 

⁞  22(64.7) 40(41.2) 62(47.3) 

⁞ * 21(61.8) 32(33.0) 53(40.5) 

Ҭ ⁞  16(47.1) 27(27.8) 43(32.8) 

⁞  14(41.2) 19(19.6) 33(25.2) 

Ҙ  11(32.4) 11(11.3) 22(16.8) 

⁞  4(11.8) 7(7.2) 11(8.4) 

‏  4(11.8) 4(4.1) 8(6.1) 
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Ḃ  6(17.6) 9(9.3) 15(11.5) 

 6(17.6) 8(8.2) 14(10.7) 

 6(17.6) 8(8.2) 14(10.7) 

 9(26.5) 5(5.2) 14(10.7) 

Ҍ  2(5.9) 5(5.2) 7(5.3) 

 0 7(7.2) 7(5.3) 

 3(8.8) 4(4.1) 7(5.3) 

 3(8.8) 1(1.0) 4(3.1) 

 2(5.9) 2(2.1) 4(3.1) 

 2(5.9) 1(1.0) 3(2.3) 

 3(8.8) 0 3(2.3) 

 2(5.9) 1(1.0) 3(2.3) 

ȁ  12(35.3) 22(22.7) 34(26.0) 

 6(17.6) 8(8.2) 14(10.7) 

 4(11.8) 7(7.2) 11(8.4) 

┬  2(5.9) 1(1.0) 3(2.3) 

Ҋ  8(23.5) 22(22.7) 30(22.9) 

 5(14.7) 5(5.2) 10(7.6) 

Ҋ₮  0 9(9.3) 9(6.9) 

 2(5.9) 3(3.1) 5(3.8) 

ף Ῑ  7(20.6) 20(20.6) 27(20.6) 

ᵞ  7(20.6) 14(14.4) 21(16.0) 

ᵞ  1(2.9) 8(8.2) 9(6.9) 

⁞  0 8(8.2) 8(6.1) 

ᵞ  2(5.9) 4(4.1) 6(4.6) 

 7(20.6) 19(19.6) 26(19.8) 

 3(8.8) 12(12.4) 15(11.5) 

Ҭ ⁞ * 4(11.8) 3(3.1) 7(5.3) 

 7(20.6) 9(9.3) 16(12.2) 
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 3(8.8) 3(3.1) 6(4.6) 

 3(8.8) 2(2.1) 5(3.8) 

 7(20.6) 7(7.2) 14(10.7) 

 2(5.9) 2(2.1) 4(3.1) 

 2(5.9) 1(1.0) 3(2.3) 

 2(5.9) 0 2(1.5) 

 5(14.7) 7(7.2) 12(9.2) 

ⱳ  3(8.8) 6(6.2) 9(6.9) 

 4(11.8) 6(6.2) 10(7.6) 

 3(8.8) 3(3.1) 6(4.6) 

 1(2.9) 8(8.2) 9(6.9) 

 2(5.9) 3(3.1) 5(3.8) 

ҍ  2(5.9) 3(3.1) 5(3.8) 

Ӳ  2(5.9) 1(1.0) 3(2.3) 

₮  2(5.9) 0 2(1.5) 

 2(5.9) 0 2(1.5) 

₮  2(5.9) 0 2(1.5) 

MedDRA= Ԋ ‰ ̕N= ̕TEAE=

₮ Ҍ Ԋᴆ 

* ֓Ԋᴆᵄ  

҉  

ז ‰҉ ԅ ҊҌ Ȃ ԍ ֓ ֲ

̆ ῒ ҍ ῏ Ȃ 

ԅ Sweet ̂ Ҭ ̃ ᶛȂ 

4 Ҭ̆ ӈ Ҋ̔ 

№   ů1/10  

   ů1/100 ғ̖1/10  

Ẽ    ů1/ 1000 ғ̖1/100  

   ů1/10000 ғ̖1/1000  
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№   ̖1/10000̆ ҩᶛ  

4̔ ז ҉ Ҍ  

№  

Ҍ  

ԍ ᵀ

  

ԍ ז ҳ ᵀ

  

  

̂ №

ᵞ̃  

№   Ẽ   

  

ⱳ  №   №   

 №   №   

ף Ῑ   

  №   №   

 

ȍ     Ȏ 

ז ῒ ╕ Ȃ 

Ӳ Ȃ 

ȍ Ԋ Ȏ 

Ҭ ⁞ ⁞  

ז Ҭ̆ᴪ Ҭ ⁞ ⁞ ̆

ῃ ץ ̆ Ḡ ҩ ╠

Ȃ 1 ҩ ╕ ̆ Ҭ ╕

ȍ ȎҬ Ȃ /

ץ̆ Ȃ 

1 2 ҩ ₮ └ Ҭ ⁞ ̆ᵖ Ҍѿ

MDS Ȃ 

 

ז ԍ Ȃ ₮ ᵣ

ז ̆ ℗ ̂ ȍ

Ȏ ȍ ⱬꜚף Ȏ̃Ȃ 

 

ז ԍ Ȃ ̂

[CrCl]̖30ml/miñ ז ̆ ℗ ̂

ȍ Ȏ̃Ȃ 
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ᾟ ⱬ ҳ Ҍ ҳ

ӊ ̆ ז ԍ ֓ ῃ Ȃ 

 

ᾧ Ȃ Ҍ ӊ

ᵥ ῃ Ȃ ῤ ̆ ԍ

ῒᵬ └̆ ῤᶏ ᾙ Ȃ

ӊ╠ ᵞ Ȃ 

 

3 ҩ ῤҌ ᶏֲ

̂ ȍ Ȏ ̆ ⱬ ᴴҬ ԍ֜ ╠ ԍ

ז ⱬ Ȃ̃ ҹ Ҍ

̆ ᴋᵥ ╠ Ȃ 

ᵄᶳ ̆ ԍῒᵬ

└̆ DNA ׆̆ ᾙ Ȃ 

ᵬ  

ᵬ Ȃ ₮

Ҍ ̆ Ȃ ̆ ᵬ Ȃ 

ԍᾙ Ҍ ⌠ Ȃ 

ȍ Ӳ Ȏ 

 

№ DȂ 

ԇ ᾙ Ȃ ԍῒᵬ └̆ ᴪ

֟ Ҍ Ȃ ҳ ╠ Ҭ̆ ז ΐ ȁ

ᾙ Ȃ Ҭ ᾟ№ Ȃ

̆ ᾙ Ȃ

ᾧ Ȃ 

Ҭ ԅ ז ̆ 8ȁ9ȁ10 11 ̆ ╕

0ȁ0.9 3.0mg/m2̆№≢ ҳ ╕ 2% 7%Ȃ ⌠

ᵣ ̆ᵖ 3mg/m2 ╕ ⌠ Ҋ ̆ ңҩ╕ ₮

ԅ ᾙᵣ Ҋ Ȃ3mg/m2 ╕ ῖ ᾙ ̆
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̂ңҩ╕ ̃̆ ̆ ̆ ̆ ̆ ̆╠ȁ

Ȃ 9~12 ԇ ╕ 2.4ȁ3.6 6mg/m2

̂№≢ ҳ ╕ 5ȁ8 13%̃̆ ⌠ ᵣ Ȃ

9 ז ᴋѿ╕ Ҋ ⌠ Ȃ 10 ԇ 3.6mg/m2

╕҉ץ ז ̆ ᾙᵣ Ҋ Ȃ ╕

6̆.0mg/m2╕ ₮ ₮ȁ ȁ Ȃ 3.6mg/m2

╕҉ץ ⌠ ╠ Ȃ 6.0mg/m2 ╕ ⌠╠

ᵬ ⁞ Ȃ 

Ӳ
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ҹ ז ᵣ ᵞ̖̂1%̃̆ Ҍ

ῒ׆ Ҋ Ȃᵣ ̆ 20 Ṑ

̂Cmax̃ ’Ҋ̆ ז Ҍᴪ └ CYP450 Ȃ ̆ Ҍᴪ

CYP ׃ ף ԑᵬ ̆ӞҌ ҍף

Ȃᵣ ז P-gp ׃ └╕̆ Ҍᴪ

P-gp ׃ ̂ ȍ ⱬꜚף Ȏ̃Ȃ 

ȍ Ȏ 

ֲ Ȃ ̆ ҳ

̆ ╠ ╕ 20 Ṑ҉ץ ╕ ᴪⱴ └̆

Ҭ ⁞ ⁞ Ȃ ҹҌ ⱴ Һ̆

└ ⱴ ̂ ȍҌ Ȏ̃Ȃ₮ Ȃ 

ȍ Ȏ 

ᵬ └ 

ז ῀ DNĂ └ DNA ̆ DNA

ᵞ № ›֙ ᵬ Ȃᵣ ז └

DNA ̆ ֟ ᵬ ҊҌᴪ └ DNA Ȃ ז

ᵞ ̆ ᶏ № ῏ └ᵬ ⱳ

Ȃ № Ҭ̆ ῀ DNA ז ҍ DNA ῍ᴇ

׆ ֟ ᵬ Ȃ ↕ ז Ҍ Ȃ 

ז ᵣ ᵣῤ ץ ᵞ Ȃ ̆ ז ᵞ

ⱬꜚף Ȃ 

 

ᴰ ̔ ₃ ᵣῤ Ҭ ԅ ז ᴰ Ȃ ז

L5178Y ̆lac-I DNA Ҭ

lac-I ̆ ᵣ Ȃ 

̔ ז 0.15ȁ0.3ȁ0.45mg/m2̂ ҹҳ

╕ 0.3%~1%̃̆ 3 ̆ 7 ̆ ז ȁᵣ ȁ

̂ ̃ ̕╕ ů0.3mg/m2 ̆ ҷ

Ҋ ȁ ץ ⁞ ̕ ҍ ╕ ů0.3mg/m2

֜ ̆ Ҋ ̆ ╠ҡ ⱴȂ 
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8ȁ9ȁ10 11 ז 0.9 3mg/m2̂№≢

ҹҳ ╕ 2% 7%̃̆ ᵣ ̆ 3mg/m2 ╕ ה

Ҋ ̆ ңҩ╕ ᵣה Ҋ ̕҉ ҩ 3mg/m2

╕ Ҭ ῖ ה ̆ ̂ңҩ╕ Ҋ ȁ̃ ȁ

ȁ ȁ ȁ╠ Ȃ 9~12

ז 2.4ȁ3.6ȁ6.0mg/m2̂№≢ ҹҳ ╕ 5%ȁ8%ȁ13%̃̆

ᵣ ̕ 9 ԇ ז ̆ ╕ Ҋ ̕

10 ԇ ז 3.6mg/m2 ╕҉ץ ̆ ᵣה

Ҋ ̕ ╕ ̆ ה 6̆.0mg/m2 ╕

ה ₮ȁ ȁ 3̕.6mg/m2 ╕҉ץ ╠ה

̕6.0mg/m2 ╕ ╠ ᵬ ⁞ Ȃ 

10 ז 3mg/m2̂ ҹҳ ╕

7%̃̆ ᴇ₮ ⱬ Ȃҍ ̆ ῤ ԍ

ז ₮ ᵣ Ҋ ̕ ῤ

ԍ ז ҍ ֜ ̆ ⱬ ̕

ῤ ԍ ז 3 5 ҍ ֜ ̆

ⱬҊ ̂ №≢ҹ 36% 0% Ȃ̃ ⱴ ̆ ᵞҍ ԍ

10 ԇ ז ᶏ F1 ף ⌠ ῏Ȃ 

̔ ז Ȃ 

 

ȍ ⱬꜚף Ȏ 

3 5 ̂20mg/m2̆ 1 ̆ 5 ̆ 4 ̃ҳ

̂DACO-017(n=11)ȁDACO-020(n=11)ȁDACO-016(n=23)̃ 1 3

̂15mg/m2̆ 3 ̆ 8 1 ̆ 3 ̆ 6 ̃ҳ

̂DACO-018(n=12)̃Ҭ ᴇԅ MDS AML ז ᵣ ⱬꜚף

Ȃ5 Ҭ̆ 1 ҩ 5 ᵀ ז ⱬꜚף Ȃ

ҩ ╕ ҹ 100mg/m2Ȃ3 Ҭ̆ 1 ҩ ҩ

1 ᵀ ז ⱬꜚף Ȃ ҩ ╕ ҹ 135mg/m2Ȃ 

№  

1 ̂5 ̃ 3 ̂3 ̃ӊ ̆ ז ⱬꜚף
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ԋ ̆ ҹ Ҭ׆ ̆ ׆ № Ȃ

ῖ ̂ᵣ 70kğᵣ 1.73m2̃ ⱬꜚף 4 Ȃ 

4̔ῖ ᵣ ⱬꜚף № ̂5 3 ̃ 

 5  3  

 ṿ 95%CI ṿ 95%CI 

C
max 

(ng/mL) 107 88.5~129 42.3 35.2~50.6 

AUC
cum 

(ng.h/mL) 
580 480~695 1161 972~1390 

t
1/2 

(min) 68.2 54.2~79.6 67.5 53.6~78.8 

Vd
ss 

(L) 116 84.1~153 49.6 34.9~65.5 

CL (L/h) 298 249~359 201 168~241 

AUC= - Ҋ C̕L= ᵣ C̕
max

= ⌠

̕t
1/2

= ̕Vd
ss

= №  

ז ҹ ⱬꜚף ̆ ̆ 0.5 ῤ ⌠ Ȃ

ԍ ᴏ ̆ ⱬꜚף ҍ ῏̂ ӊ ̃̆ Ҋ

⌠ Ȃ ז Ҍ ̂<1% Ȃ̃

ז Vdss ̆ № ῀ Ȃ ῏ ז №

ҍ ȁ ȁ ῏Ȃ 

ף  

ῤ̆:
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̂CV ҹ 50% Ȃ̃ ֽ ז ѿ №Ȃ 

ԇ 14C- ז ̆ ז ╕

90%̂ 4%̃ Ȃ 

ֲ  

ȁ ≢ȁ ז ⱬꜚף Ȃ

ֲ ῏Ḥ ҉ץ 4 ⱬꜚף Ȃ 

 

ᵣ ⱬꜚף № ̆ ז ⱬꜚף ҍ ῏̂ ̔40~87 ̆

Ҭᵝ ̔70 Ȃ̃ 

≢ 

ᵣ ⱬꜚף № ӊ ᴋᵥҳ ῏ Ȃ 

 

ҳ ҹ ⱴ ֲȂҬ ҳ Ҭ̂ MYE-3002̃̆ 24 ᶛ MDS

Ҭ ԅ ז ⱬꜚף ̆ῒҬ 3 ̂15mg/m2̆ 8

̃7 ᶛ̆5 ̂20mg/m2̆ ̃17 ᶛȂ ҳ Ҭ̂JPN-

MDS-101̃̆ 8 ᶛ MDS Ҭ ԅ ז ⱬꜚף ῒ̆Ҭ 15mg/m2

5 3 ᶛ̆20mg/m2 5 5 ᶛȂң ҳ Ҭ̂MYE-3002

JPN-MDS-101̃ ⌠ Ҭ ⱬꜚף Ȃ ᵣ

ⱬꜚף № ̆ ז Ȃ 

 

Ҭ ז ⱬꜚף Ȃֲ ᵣ

ᵣ C̆YP Ҍ ҍ ז ף Ȃ ̆ ᵣ

ⱬꜚף № ̆ ̆ ז ⱬꜚף

ῒ ᶭ Ȃ ̆ ז Ҍ ⱳ Ȃ 

 

ⱳ Ҍῃ Ҭ ז ⱬꜚף Ȃ ԍ

ז ᵣ ⱬꜚף № ̆ ⱬꜚף Ҍ ᶭ ԍ

‰ ̂ ⱳ ѿ Ȃ̃ ̆ ז Ҍ ⱳ

Ȃ 

ȍ    Ȏ 
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25ŅץҊ Ḡ Ȃ 

ȍ    Ȏ 

Ҭ └ ╕ ̆1 ̉ Ȃ 

ȍ   Ȏ 

24 ҩ  

ȍ ‰Ȏ 

YBH02322021 

ȍ ‰ Ȏ 

(1) 10mg̔ ‰ H20153045 

(2) 50mg̔ ‰ H20130067 

ȍ ҉ ֲȎ 

̔ ҙ Ὲ  

̔ Ԑ  

ȍ ֟ᴑҙȎ 

 ̔ ҙ Ὲ  

 ̔ Ԑ қ 5  

 ̔222069 

 Ⱶ ̔4008285227   ѿ ԓ 9:00ĺ17:00̂ Ẋ ̃ 

 ̔http://www.hansoh.cn 
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