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№ ̔C29H29F3N8O·CH4O3S 

№ ̔658.69 

ȍ Ȏ  

ҹ ̆ Ȃ 

ȍ Ȏ 

ԍ ᵣ ̂Ph+ CML̃ ֲ Ȃ 

ȍ Ȏ 

̂1̃0.1g ̂̕ 2̃0.2ĝץ ̃ 

ȍ Ȏ 

̂CML̃ Ҋᶏ Ȃ 

ҹ ̆ ╕ ҹ 600mğ 1 ̂qd̃̆ ̆



 

ᶏ Ҭ̆ ץ Ҭ ȁ ᵞ╕ └̆

ԇ Ȃ Ҭ ⁞ ⁞ ╕ 1Ȃ 

1 Ả / ⁞  
Ҭ ̖1.0×109/L /

̖50.0×109/L̆ ғҍ

῏ 

Ả ̆ ⌠Ҭ ≥1.5×109/L /

≥75×109/L̔ 

 Ả ≤14 ̆ ╕  ̕

 Ả ̘14 ғ≤28 ╕ ҉Ῥ

̆↕ ᵞ 1 ╕ *̕ 

 Ả ̘28 mg qd 300ץ Ῥ

̆↕ Ȃ 

Ҭ ⁞ ̂ 3/4

Ҭ ⁞ ғ ᵣ

≥38.5°C̃ 

 Ả ̆ Ҭ ≥1.0×109/Lғᵣ ̖

38°C̆ ץ 400 mg qd ̕ 

 400 mg qd Ῥ ̆↕ Ả

̆ӊ ץ 300 mg qd ̕ 

 300 mg qd Ῥ ̆↕ Ȃ 

* ᵞ 1 ╕ ̆ Ả ╠ҹ 600mg qd ҹ 400mg qd Ả̕ ╠ 400mg qd 300mg qd 

 

Ҍ ̔  
Ҭ ԅ 3 ҉ץ № 2 Ҍ ̆ Ả ̆

Ҍ ╕ ᵞ╕ Ȃΐᵣ 2Ȃ 

2 Ả / ⁞  

 

2/3   1 ̆Ả ̆ ⌠≤1 ̆ ᵞ 1 ╕

*̕ 

 2 ⌠≤1 28 ̆ Ȃ 

4   Ȃ 

ῒז   

2 ̂ ⱳ ȁ

ȁ ̃ 

 

 1 ̆Ả ̆ ⌠≤1 ץ̆ ╕

̕ 

 2 ̆Ả ̆ ⌠≤1 ̆ ᵞ 1 ╕

*̕ 

 3 ⌠≤1 28 ̆ Ȃ 

≥3   1 ̆Ả ̆ ⌠≤1 ̆ ᵞ 1 ╕

*̕ 

 2 ⌠≤1 28 ̆ Ȃ 

* ᵞ 1 ╕ ̆ Ả ╠ҹ 600mg qd ҹ 400mg qd̕Ả ╠ 400mg qd 300mg qd 

 

ȍҌ Ȏ 



 

ӥ ԅ ҳ Ҭ ⌠ ∞ ҹ Ҍ

ῒ ᵌ Ȃ ԍҳ Ҍ ᴆҊ ̆ ѿҩҳ Ҭ ⌠

Ҍ Ҍ ҍ ѿҩҳ Ҭ ⌠ Ҍ Ӟ̆ Ҍ

ҳ Ҭ Ȃ 
ׂ῍ ԅ 6 ҳ 420ᶛ ԍ ῃ ̆ ԅῒ

Ҭ 245ᶛ ╕ ҹ 600mg 1 Ph+ CML ֲ

ῃ Ȃ Ҍ ̂ů2%̃ Ҥ ů3 Ҍ 1 ̔ 
̔ ⁞ ̂51.4%̃̆ ⁞ ̂30.2%̃̆Ҭ ⁞

̂30.2%̃̆ ̂16.3%̃̆ ⁞ ̂2.0%̃̕ů3 Ҍ ⁞

̂25.3%̃̆Ҭ ⁞ ̂17.6%̃̆ ⁞ ̂9.8%̃̆ ̂4.5%̃̆
⁞ ̂1.2%̃̕ 

̔ ̂35.1%̃̆ ̂14.3%̃̆ ̂12.2%̃̆ ̂8.6%̃̆
Ҍ ̂2.9%̃̆ ̂2.9%̃̕ů3 Ҍ ҹ ̂0.4%̃̕ 

Ҙ̔ ̂22.9%̃̆ ‏ ̂13.9%̃̆
̂11.4%̃̆â- ̂8.2%̃̕ů3 Ҍ Ҙ

̂4.1%̃̆ ‏ ̂1.6%̃̆ â- ̂0.8%̃̆
̂0.4%̃̕ 

ף Ῑ ̔ ᵞ̂11.0%̃̆ ᵞ̂7.8%̃̆ ̂6.9%̃̆
҈ ̂4.9%̃̆ ᵞ̂4.5%̃̆ ̂3.7%̃̆ ̂2.0%̃̕

ů3 Ҍ ᵞ̂1.2%̃̆ ̂0.8%̃̆ ᵞ̂0.8%̃̆
҈ ̂0.4%̃̕ 

ᴰ ̔҉ ̂14.3%̃̆ ̂2.4%̃̆ ̂2.0%̃̕ů3
Ҍ ҹ ̂0.4%̃̕ 
ῃ ̔ӎⱬ̂5.3%̃̆ ̂3.7%̃̆ ᵣ ̂3.7%̃̆ Ҍ ̂3.3%̃̕

ů3 Ҍ ҹ Ҍ ̂0.4%̃̕ 
̔῏ ̂4.1%̃̆ ̂2.4%̃̆ ᵣ ̂2.4%̃̆

̂2.0%̃̕ů3 Ҍ ҹ ̂0.4%̃̕ 
Ҋ ̔ ̂5.7%̃̆ ̂3.7%̃̕ ů3 Ҍ ̕ 

̔ ̂6.1%̃̕ů3 Ҍ ҹ ̂0.4%̃  ̕
ȁ ̔ ̂5.3%̃̕ ů3 Ҍ ̕ 
̔ ̂4.5%̃̆ ̂3.7%̃̕ ů3 Ҍ ̕ 

̔ ꜚ ̂3.3%̃̕ ů3 Ҍ ̕ 
̔ ̂2.0%̃̕ů3 Ҍ ҹ ̂0.4%̃̕ 

ҍ ̔ ̂2.0%̃̕ů3 Ҍ ҹ ̂0.4%̃̕ 
ῒז ̔ ̂11.0%̃̆ 2̂7.8%̃̆
̂6.5%̃̆ ̂4.1%̃̆ ̂3.7%̃̆ Ӳ

̂2.4%̃̆ῒҬ̆ů3 Ҍ ̂4.9%̃
̂1.2%̃ 

1̔ ∞ ҹ ῏ӊ Ҍ Ԋᴆ 2̕ ꜚ ȁ ꜚ ȁ ҉ ȁ

ꜚ ȁ ȁ ȁ ꜚ ȁ  Q ȁ  ST ᵞȁ

 T  
 
῏ HS-10096-301Ҭ Ҍ  

HS-10096-301 ѿ Ҭ ȁ ȁ ȁҍ ᴚ ŉ ҳ

Ȃ ῀ ԅ 400 ӊ╠ 6ҩ ῤ ᵣ



 

̂Ph+CML-CP̃ ̆ 1:1 ᶛ № ⌠ ̂600mg qd̃
ᴚ ̂400mg qd̃ ĔCOGᵣⱬ ’ 0~2№̕῀ ╠ └

╕̂TKĨ Ȃ Ҭᵝ ҹ 44.9 ̆64.3%ҹ ̆35.7%
ҹ Ȃ 

Ҭ̆῍196 ԅ ȂῒҬ190ᶛ̂96.9 %̃
ѿ Ҍ Ȃ ̂≥20%̃ Ҍ ⁞ ̂52.6%̃ȁ ̂38.8%̃ȁҬ

⁞ ̂31.6%̃ȁ ⁞ ̂31.1%̃ я



 

  
N=196 

ᴚ  
N=198 

 ≢ 
n(%) 

≥3  
n(%) 

≢ 
n(%) 

≥3  
n(%) 

   ҉  34(17.3) 0 31(15.7) 1(0.5) 
    5(2.6) 0 10(5.1) 0 
    4(2.0)



 

39.8% Ả Ȃ ╕ Ҋ Ả Ҍ ̂≥2%̃
ᵞ̂21.4% ȁ̃Ҭ ᵞ̂10.2% ȁ̃Ҙ ̂8.7% ȁ̃

ᵞ̂7.1% ȁ̃ ‏ ̂7.1% ȁ̃ ̂3.1%̃
̂2.0%̃Ȃ9.2% Ҍ Ȃ

Ҍ ᵞ̂4.6%̃ Ҭ ᵞ̂3.1% Ȃ̃ 

№Ҍ  

└ 

└ № ԍᶏ ̆ HS-10096-301 Ҭ̆

└ ҹ 61.7%Ȃů3 └ № ̆Һ ҹ

⁞ ȁ ⁞ ȁҬ ⁞ ̆ῒҬ ⁞ ҹ ̆Ӟ

╕ Ҋ Ả Ȃ ů3 └ 56 ᶛ Ả

ῒ̆Ҭ 20 ᶛ̂ 20/56 3̆5.7%̃ ᵞ╕ 9̆ ᶛ̂ 9/56 1̆6.1%̃

Ȃ 

ⱳ  

HS-10096-301 Ҭ̆ ⱳ ҹ 36.7%̆ ⱳ

Ҙ ȁ ‏ ȁ γ-

̆ῒҬץҘ ҹ Ȃů3 ⱳ Ҙ

̂4.6% ȁ̃ ‏ ̂2.0%̃ γ- ̂1.0%̃Ȃ

ů3 ⱳ 10 ᶛ Ҭ̆9 ᶛ̂9/10̆90.0%̃ Ả

̆ῒҬ 2ᶛ̂2/10̆20.0%̃ ᵞ╕ ̆1ᶛ̂1/10̆10.0%̃

Ȃ 

 

HS-10096-301 Ҭ̆ ҹ 10.7%̆ ҹ 1~2 Ȃ

ץ ҹҺ ̆ ꜚ ̂4.1%̃̆ ῒז ҉

ȁ ꜚ ȁ ȁ ȁ ꜚ

Ȃ2.0% Ả Ҋ ╕ ̆ Ȃ 

 

HS-10096-301 Ҭ̆ ҹ 55.1 %ȂҺ

ҹ ̂38.8% ȁ̃ ̂15.8% ȁ̃ ̂14.3%̃ ̂9.2%̃̆ №ҹ 1~2 3̆.6%

Ả ̆ Ҋ ╕ Ȃ 

 

HS-10096-301 Ҭ̆ ҹ 22.5%̆ ҹ

1~2 ҉ץ̆ ҹҺȂ ̆ Ả ̕ ᵞ╕

Ȃ 

 

Ȃ HS-10096-301 Ҭ̆

ҹ 30.1%Ȃ ҹ ᵞ̂13.8% ȁ̃ ᵞ

̂9.7%̃ ᵞ̂5.6%̃̆ ҹ 1~2 ̆ Ả ᵞ╕ Ȃ 

/  



 

HS-10096-301 Ҭ̆ ̂12.8%̃ /

̂8.2% Ȃ̃ ץ̆ 1~2 ҹҺ̕ů3 ̂5.6%̃̆

3.1% Ả ̆1.5% Ҋ ╕ Ȃ / ᵄ ̆Ӟ

ҹ / ̆ ҍ ≢̂ ȍ Ԋ Ȏ̃Ȃ 

 

ȍ Ȏ 

ᴍ ᴋᵥѿ ̆ Ȃ 

 

ȍ Ԋ Ȏ 

└ 

└ № ԍᶏ ̂ ȍҌ Ȏ̃Ȃ 1ҩ ̆

ѿ ῃ ̆ 2ҩ 2 ѿ ῃ ӊ̆ ҩ

ѿ ῃ ̆ Ȃ Ҥ Ҭ ⁞ ⁞ ̆ ╕

̂ ȍ Ȏ̃Ȃ ҹ 3~4 ̆ѿ Ҍ Ả ᵞ╕ Ȃ 

ⱳ  

╠ ⱳ ̂ ȁ ̃̆ ѿ

ҳ ̆ ╕ ̂ ȍ Ȏ̃Ȃ ȁҬȁ ⱳ

ῒ ⱳ Ȃ 

̂ ≤1.5×ULÑ̆

̆ Ȃ ’Ҋ̆ ץ ╕

̆ Ȃ 

 

Һ̆ ҹ Ȃ₮ 2 Ҍ҉ץ ̆ Ả

ȁ ᵞ╕ ̂ ȍ Ȏ̃Ȃ 

ҳ Ҭ QT ̆ QT Ҍ ̆

ῃ ̆ Ҭ ℗ Ȃѿ ₮ QT ̆ ᾢ

Ả ̆ ȁ ̆ ᵞԍ ṿҊ ̆ / Ȃ ᴇᵄ

ᶏ ’̆ Ȃ QTc̘480 ms

̆ ѿ ̂ECG̃ ̆ QTcׅ̘480 ms̆↕ ECG ̆

ѿ ̆ ⌠ QTc ⌠̖480 msȂ QTc 14 ῤ ⌠̖450 ms̆ғ ṿ

≤20 ms̆↕ץ ╕ ̕ QTc 450 ~ 480 msӊ ṿ ̘20 ms̆

ғ ̘14 ̆ ̆QTcῬ 450 ms̆ᵖ 480 ms̆↕ ᵞ 1

╕ ̂ ȍ Ȏ̃Ȃ ̆QTc Ῥ 480 ms̆↕

ȂQTc̘480 ms ̘14 ̆ Ȃ 

֟ № ̂LVEF̃⁞ ᾟ ⱬ Ҍ Ȃ ҳ

Ҭ Ȃ Ҥ ̆

̆ ᾢ № ̂LVEF̃̆ ̆

ῃ ̆ ҳ ̆ ȍ Ȏ



 

Ȃ 

/  

Ҭ̆ ₮ / ̆ ᵄ Ȃ₮

/ ̆ ᾢẢ ̆ CT ץ̆ ̆

Ȃᶏ ̆ ₮ 2

҉ץ / ̆ 1 ̆ Ả ̆ ⌠≤1
̆ ᵞ 1 ╕ ̂ ȍ Ȏ̃̕ 2 ⌠≤1
28 ̆ Ȃ 

₮  

Ҭ̆₮ ̆ ԍ ⁞ ̆ ⱳ

Ȃ Ҭ̆ ԅҍ ῏ ₮ ԊᴆȂ3 ҉ץ ₮

ȁ ₮ ȁ ₮ ̆ῒז₮ ȁ Ȃ └

ⱳ ₀ ̆ Ȃ 

ᵣ  

ῒ֟ז Ҥ ᵣ Ҍ Ȃ ҳ Ҭ̆ ᵣ

Һ ҹ ̆ ȁ ȁ ̆ ҹ 1 ̂ ȍҌ Ȏ̃Ȃ

Ҭ̆ ᵣ ₮̆ ᵣ ⱴ̆ ᵣ ̆

Ȃ ᵣ ⱴץ ̆ ╠ Ҥ ̂

ᴪ№ ŉ~Ŋ ̃ҳ Ȃ ȁ ⱬ

Ȃ ᾣ Ȃ 

ᵞ  

̆ ̆ῒҬ ҹ ᵞ̂ ȍҌ

Ȏ̃Ȃ 1~2 ᵞ ̆ ℗ ̆ ̕ ≥3

ᵞ ̖̂2.0 mg/dL ̖0.6 mmol/L̃̆ Ả ̆ ᾟ ̆ ⌠≤2

̆ ץ ╕ ̕ Ῥ ץ̆ ̆ ⌠ ⌠≤2 ̆

ᵞ 1 ╕ ̂ ȍ Ȏ̃ ̕ 3 ̆ Ȃ 

 

ֲ  

ⱳ  

ⱳ Ȃ ╠ Ҥ ⱳ ᶏ 600mg/ ╕ Ȃ

ȁҬ ⱳ ᶏ ╕ 600mg/ ȂҤ ⱳ ̆ ᵀ

ԍ ̆ ᶏ Ȃ 

ⱳ  

ⱳ Ҭ ҳ Ȃ ῒף ֟ № ̆

ⱳ Ҍᴪ₮ ᵣ ᵞ̆ Ҋᶏ Ȃ 

 

ᵬ ⱬ  



 

ⱬȁ ȁ Ҍ ̆ ᵬ Ȃ 

ȍ Ӳ Ȏ 

 

╠ ӎ ᶏ ҳ ̆ ᾙ ╠Ҍ Ȃֽ

ᾙ ̆ ᶏ Ȃ ̆

ῒ ᾙ Ȃ ̆

Ȃ 

Ӳ  

╠ ӎ ֲӲ Ȃ 

ⱬ 

╠ ӎ ԍ ⱬ Ȃ 

ȍᾙ Ȏ 

╠ ӎ 18 Ҋץ ᶏ ῃ Ȃ 

ȍ Ȏ 

ҹ ╕ Ȃ 

 

ȍ ԑᵬ Ȏ 

ֲᵣ ԑᵬ Ȃ 

ҳ ̆CYP3A4 Һ ף ̆ CYP3A4

└ΐ ᶭ Ȃҳ CYP3A4 ᵬ ̂ ≠ ȁ

̃ └ᵬ ̂ ᾥ ῤ ȁᴚ ҈

HIV └╕̃ ̆ Ҋᶏ Ȃ 

 

ȍ Ȏ 

₮ ᵣ ῏ҳ Ȃ

̆ ℗ ̆ ԇ Ȃ 

Ň ҳ Ҭ̆ 17ᶛ CML 800mg╕ ̂҉ץ

1 2 ̃̆ 3 Ҍ҉ץ ̂ ᵞ 2ᶛȁ

Ҭ ᵞ 2ᶛȁ ᵞ 2ᶛ ᵞ 1ᶛ ȁ̃ ̂ 3ᶛ̃

ⱳ ̂γ- 1ᶛ̃̆ ֓Ҍ ̆ Ȃ 

 

ȍҳ Ȏ 

̂CML-CP̃ŉ ҳ ̂HS-10096-301̃ 

Ph+ CML-CP Ҭ ѿ Ҭ ȁ ȁ ȁץᴚ ҹ

ŉ ҳ Ȃ ῍ ῀ 393 ᶛ ̂ῃ№ ̆FAS̃̆ ῒҬ 196 ᶛ

600mg/ ̕197ᶛ ᴚ 400mg/ ̕ 12ҩ Ȃ

Ҭᵝ ҹ 44.9 ᴚ̆ ҹ 45.2 ̕ ᶛң №≢ҹ 64.3% 60.4%̕

Sokal №ң ᶛ ᵌ̂ ᵞ 2̔6.0% vs 26.4% Ҭ̕ 6̔7.9% vs 66.5%̕ 6̔.1% vs 7.1% Ȃ̃

Ҭᵝ ҹ 335.0 ̆ᴚ ҹ 334.5 ̕Ҭᵝ №≢ҹ 336



 

335 Ȃ 

6 Һ № ̂MMR%̃ ԍᴚ [FAS̔

33.67% vs 18.27%̆P=0.0005̆ ̂95%CĨ: 15.40% (6.86%~23.94%)]Ȃ12 MMR%

ԍᴚ [FAS̔48.47% vs 32.99%̆P=0.0021̆ ̂95%CĨ: 15.47% 

(5.88%~25.07%)]Ȃ ᴚ Һ № ̂MMR̃ Ҭᵝ №

≢ҹ 8.5ҩ 11.3ҩ ̆ ԍᴚ ̂P=0.0008 Ȃ̃ 

ῃ ᴰ ̂CCyR%̃ ̆ ᴚ 3 №≢

ҹ 41.84% 34.52%̕ 6 ң №≢ҹ 60.71% 49.75%̕ 12 ң №≢ҹ

65.31% 60.41%Ȃ ῃ№ ̂CMR%̃҉̆ ᴚ 6

№≢ҹ 8.67% 3.55%̕ 12 №≢ҹ 20.92% 9.64%Ȃ 

ᴚ Ҭᵝ ȁҬᵝ Ԋᴆ Ҭᵝ

12 ⌠Ȃ 

 

ȍ Ȏ 

ᵬ  

№ Bcr-Abl └ᵬ IC50ҹ 11 nM̕ Pœ�/�l
X60.41%



 

№ ̃̆ ה ȁ ȁ ȁ ȁ ȁ ȁ



 

360~800 mg ̆ Ҭ ̆ῒҬ

t1/2αҹ 1.29~1.89 h̆ t1/2βҹ 16.2~22.8 hȂ ╕

28 ̆ 24 hῤ 5 Ҭ №≢

╕ 0.939±0.495% 1.208±0.446%̆ῒҬץ ȁM1 M3ҹҺȂ Ҭ

╕  Ȃ҉ץ50%

ֲ  

ⱳ ȁ ⱳ Ҭ ⱬꜚף Ȃ 

ȍ Ȏ 

̆ 30ŅץҊḠ Ȃ 

ȍ Ȏ 

̂1̃0.1g: ̆10 / ×1 / Ȃ 

̂2̃0.2g: ̆10 / ×1 / ̆10 / ×3 / Ȃ 

ȍ Ȏ 

36ҩ Ȃ 

ȍ ‰Ȏ 

YBH02562019 

ȍ ‰ Ȏ 

̂1̃0.1g: ‰ H20190032 

̂2̃0.2g: ‰ H20190033 
ȍ ҉ ֲȎ 

̔ ҙ Ὲ  

̔ Ԑ  

ȍ ֟ᴑҙȎ 

̔ ҙ Ὲ  

̂1̃0.1g̔ 

̔ Ԑ 8 ̕ ̔222047 

̂2̃0.2g̔ 

̔ Ԑ қ 5 ̕ ̔222069 

Ԑ 8 ̕ ̔222047 

Ⱶ ̔4008285227 ѿ ԓ 9:00-17:00̂ Ẋ ̃ 

̔http://www.hansoh.cn 

80842B04 

 

http://www.hansoh.cn/

