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注射用福沙匹坦双葡甲胺说明书 

ה ӥ Ҋᶏ  

 

ȍ Ȏ 

̔  

̔Fosaprepitant Dimeglumine for Injection 

̔Zhusheyong Fushapitan Shuangpujia’an 

ȍ ᴍȎ 

Һ ᴍҹ Ȃ 

1̔- -1-( )-D- [3-[[(2R,3S)-2-[(1R)-1-[3,5-ԋ(҈ ) ]Ә ]-3-(4-

)-4- ] ]-2,5-ԋ -5- ҈-1H-1,2,4-ף -1- ] (2:1) 

̔ 

 

№ ̔C23H22F7N4O6P¥2(C7H17NO5) 

№ ̔1004.83 

̔Ӳ ȁ 80ȁᶭ ԋ ȁ ȁ Ȃ 

ȍ Ȏ 

ҹ Ȃ 

ȍ Ȏ 

ҍῒז ̆ ԍ ̂HEC̃∆ Ҭ

₮ Ȃ 

ȍ Ȏ 
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 /  /  

5-HT3 ╕ ╕ 5-HT3

╕ ӥȂ 

0 0 0 

* 1 ╠ 30 № ̆ 2~4 ̆ 3 4 ҉Ӟ

Ȃ ╕ ԅ ԑᵬ Ȃ 

 

└ 

2 └  

1  
ᴆҊ̆ 5 ml 0.9% ̂ ̃ ῀⌠ ҬȂ Ḡ

Ҋץ Ȃ ꜚ Ȃ ᾧ ꜚ ῀ Ȃ 

2  ᴆҊ̆ 145 ml └ Ȃ 

3  
ᴆҊ̆ ῃ ᵣ ₮ ῀ 145 ml Ҭ̆

⌠ ᵣ ҹ 150 ml̆ ҹ 1 mg/mlȂ 

4  ṕ 2~3 Ȃ 

5  
╕ ̂ ȍ Ȏ̃̆ └ Ҭ ᵣ Ȃ 

ֲ ԇ └ Ҭ ᵣ ̂150 ml Ȃ̃ 

6  
╠̆ Ȃ Ҭ₮ / ̆↕ҡ

Ҍ Ȃ 
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̂0.2% vs. 0.1% Ȃ̃ 

ֲҬ ̂MEC̃ Ҭ Ҍ  

ѿ MEC Ҭ ҳ Ҭ̆504 ᶛ ԇ

Ҹ ̂ ̃ 497 ᶛ Ҹ ̂ ‰

̃̆ ץ ᵀ ῃ Ȃ Ҍ 3 Ȃ 

3 MEC* Ҭ Ҍ  

 ȁ Ҹ
ѹ
̂N = 504̃ 

Ҹ
Ѻ 

̂N = 497̃ 

ӎ 15% 13% 

 13% 11% 

Ҭ ⁞  8% 7% 

ⱬ 4% 3% 

 3% 2% 

 3% 2% 

⁞  2% 1% 

Ҍ  2% 1% 

 2% 1% 

ᵣ  2% 1% 

* Ҭ ≥2%̆ғ ԍ ‰ Ȃ 

†  

‡ ‰  

Ҭ ᵝ ҹ 2.2%̆ ‰ ҹ 0.6%Ȃ ᵝ

ᵝ ̂ vs. ‰ ҹ 1.2% vs. 0.4% ȁ̃ ᵝ┬ ̂0.2% vs. 0.0% ȁ̃

┬ ᵝ ̂0.2% vs. 0.0%̃ ᵝ ̂0.6% vs. 0.0% Ȃ̃ 

 

2. ҉  

҉ ̆ ԅץҊҌ Ȃ ԍ ֓ ѿ֓ Ҍ ֲ

Ҭ ̆ ץ Ҍ ‰ ᵀ ֓Ҍ ҍ ӊ ῏ Ȃ 

Ҋ ̔ ̆ ̆ ̆ - ̂Stevens-Johnson /̃Ҭ

̂Toxic Epidermal Necrolysis Ȃ̃ 

ᾧ Ӱ̔ ῤ ̂ ȍ Ȏ̃Ȃ 

̔ ҍ ₮ ԊᴆȂ 

 

ȍ Ȏ 

Ҋץ ̔ 

1. Ҭᴋᵥ ᴍ Ȃ ̆ ̆ ̂ ȍҌ Ȏ̃Ȃ  

2. ȁ ȁ ≠ Ȃ 

ȍ Ԋ Ȏ 

1. ΐ ҳ ӈ CYP3A4 ԑᵬ  

ҹ ╠ ̆ ѿ CYP3A4 └╕̕ ҹѿ CYP3A4 ȁ └╕

╕Ȃ 

 ҍҺ CYP3A4ף ̆ ̆

ᾥז ̆ ̆ᶭ ̆ ̆ ̆ ҀȂ ̆ҍᴚ

≢ ̆ ⱴȂ 
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 Ҍ ҍ ̆ ̆ QT

̂ѿ Ҍ ̃̂ ȍ Ȏ̃Ȃ 

 ҍ CYP3A4 Ҭ └╕̂ ̆ ̃ ̆

̆ ⱴ ῏Ҍ Ȃ 

 ҍ CYP3A4 ╕̂ ≠ ̃ ̆ ᵞ̆

Ȃ 

ҍῒ ӊ ₮ ԑᵬ ȍ ԑᵬ Ȏ №Ȃ 4 5 ↓₮ԅ

ԑᵬ Ȃ 

2.  

Ҥ ̆ ̔ῃ ȁ ᴡᾥ̆ ₮ Ȃ

ȁ ȁ ȁᵞ Ȃ 

Ȃ ̆ Ả Ȃ

ᶏ ₮ Ҍ Ῥ ᶏ Ȃ 

3. ᵝ  

ᶏ Ҭ ₮ ᵝ ̂ISRs̃̆ Ҥ ISRs Һ ҍ ̂

̃ ȁ ῒ ᵄ Ȃ ҍ

Ȃ ᵝ 1ȁ 2 3 ԍ ╕ ₮ ̆ № Ҍ

ᴪ ң Ȃ Ҥ ᵝ ̆ № Ȃ 

ᾧ ῀ ᶏ Ȃ Ҭ₮ Ҥ ᵝ

̆ Ả Ȃ 

4. ҍ ᶏ ᵞҳ ₀ ‰ (INR) 

ҍ ̂CYP2C9 ̃ ҳ ₀ ‰ (INR)

ᵞȂ ̆ ҩ Ҭ 2 INR ṿ ℗

̆ ≢ 7~10 ̂ ȍ ԑᵬ Ȏ̃
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Ҍ ῃ ⱬ ̆ ҹ ꜚ ҬҌ

Ҍ ֲᵣ Ȃ ֓ ֜ ȁ ⱬȁ / ᾙ ꜚ

Ҍ ̂ ȍ Ȏ̃Ȃ 

ȍᾙ Ȏ
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HEC 1 2 ̆ MEC 1

╕ ᵞ 25%Ȃ 

CYP3A4 ף  

ҳ  ⱴ ̆ Ҍ ⱴȂ 

 ȁ ȁ ῒז ̔ ҍ ῏ Ҍ

Ȃ 

ᶭ ȁ ȁ ז ̔ ╕ Ȃ 

 

ҳ  28 ῤ̆ ᵞ̂ ȍ

Ԋ Ȏ̃Ȃ 

 1 ҩ ῤ̆ ῒז ̂ᶛ

╕ Ȃ̃ 

ᶛ ҷ̆ ̆ ץ╕῀ ֓ ῤ ̂IUDs Ȃ̃ 

CYP2C9  

 

ҳ  ᵞ ̆ ₀ ̂INR̃̂ ȍ Ԋ Ȏ̃Ȃ 

 Ҭ̆ ҩ ῤ ᶏ

ҹ 2 ῤ ℗ ₀ ̂INR̃̆ ῒ 7~10 Ȃ 

ῒז  

5-HT3 ╕ 

ҳ  5-HT3 ╕ Ȃ 

 ╕ Ȃ 

ᶛ Ҹ ȁ ȁ  

2. ῒז / ⱬꜚף  

CYP3A4 Ȃ ҍ CYP3A4 └╕ ╕ ̆

ᵞ̆ 5 Ȃ 

5 ῒז / ⱬꜚף  

Ҭ CYP3A4 └╕ 

ҳ  ⱴ̆ ҍ ῏ Ҍ

ⱴ̂ ȍҌ Ȏ̃Ȃ 

 ᾧҍ Ȃ 

ᶛ Ҭ └╕̔  

└╕̔ ȁᴚ ȁ ȁ ȁᾥ ȁ≠ ȁ

 

CYP3A4 ╕ 

ҳ  CYP3A4 ╕ Ҭ̆ ᵞ̆׆

ᵞ Ȃ 

 ᾧҍ Ȃ 

ᶛ ≠ ȁ ȁ ȁ Ȃ 

 

 

ȍ Ȏ 

╠ ΐᵣḤ Ȃ 
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₮ ̆ Ả / ԇ ℗ Ȃ ԍ ΐ

ᵬ ̆ ᶏ Ỳ Ȃ 

Ҍ Ȃ 

ȍ Ȏ 

ᵬ  

╠ ̆ῒ ᵬ ԍ Ȃ 

ѿ ֲ P / 1̂ NK1̃ ᵣ ֪ ⱬ ╕Ȃ

̂CINṼ ᵬ ̂ 5-HT3ȁ ᵣ ᵣ̃ ֪ ⱬᵞ ֪ ⱬȂ 

ҳ N̆K1 ᵣ ╕ Ҭ ᵬ └ ̂ ̃ Ȃ

ҳ ֲᵣ Ἕ̂ PET̃ ̆ ̆ ῤ NK1

ᵣȂ └ ̆ 5-HT3 ᵣ ╕ Ҹ

Ȃ 

 

ᴰ  

Ames ȁֲ ̂TK6̃ ȁ DNA

ȁҬ ד ̂CHÕ ᵣ ҹ Ȃ 

 

ҹ Ȃ Ҭ̆ ԇ

Ȃ ң ԇ ╕ 1000 mg/kğ ⱬ

ҹ ̆ ╕ Ҋ ᵞԍֲ ╕ Ҋ ̆

ԍֲ ╕ Ҋ Ȃ 

ᾮ ԇ ̆№≢ ╕ 1000 mg/kgȁ ң 25 

mg/kĝ ԍֲ ╕ ̃̆ ה ᴴ̕ ֓╕ Ҋ̆

⌠ ᾮ ҬȂ ᾮҬ̆ ה Ҭ ҹ ᵣ 27˿  

56˿Ȃ Ӳ ԇ 1000 mg/kgȁ ң ̆Ӳ Ҭ ⌠ Ȃ ҩ

╕ Ҋ̆Ӳ ҹ 90˿Ȃ 

 

SD CD-1 Ҭ ԅҹ ң Ȃ ң ԇ

0.05~1000mg/kg ̆ ╕ Ҋ ԍ̂ ̃ ᵞԍ̂ ֲ̃ ╕

150mg Ȃ ң ԇ 5~1000mg/kğ

ⱴȂ ң ԇ ̆ 5~1000mg/kg ╕ Ҋ ⱴ̆

125~1000mg/kg ╕ Ҋ ҍ ⱴȂ ╕ ҹ 2.5~2000mg/kg/

̆ ╕ Ҋ ҹֲ ╕ 2 ṐȂ 125~500mg/kg ╕ Ҋ

Ȃ 

Ȃ 

ȍ ⱬꜚף Ȏ 

ҹ  

ẫ 20№ ῤ ԇ150mg ̂ѿ ╠ ̃ ̆

AUC0-∞=37.4±14.8mcg·hr·mL-1̆ Cmax=4.2±1.2mcg·mL-1Ȃ 30№ ῤ̆

ᵞԍ ̂10ng / mL̃ 

№  

ҹ Ȃ 95%Ȃֲ № ᵣ
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ҹ70LȂ 

ֲ Ȃ 

 

ף  

ֲ └ ῒֲזᵣ ̂ ̆ ̃ S9└ Ҭᵣ ҹ

̆ ץ ₮ ̆ῒ ҹ Ȃ

ף Ȃᵣ ֲ ᵣ ̆ Һ CYP3A4ף ̆ CYP1A2 CYP2C19

ף Ȃῒף Һ Ҭ ᶷ Ȃ ⌠



 

9 

ⱳ Ҍῃ 

Ҥ ⱳ Ҍῃ ̂24 ̆ <30ml/min/1.73/m2̃ ̂ESRD̃

Ạ ╕ 240mg Ȃ 

ҍẫ ̂Cockcroft-Gault >80ml/miñ ̆Ҥ ⱳ Ҍῃ

Ҭ ̂ ҍ ҍ ҍ ̃AUC0-∞ ᵞ 21%̆Cmax ᵞ 32%̕

ESRD AUC0-∞ ᵞ 42%̆Cmax ᵞ 32%Ȃ ԍ ᵣῤ ҍ Ҭ

Ҋ ̆ҍẫ ̆ ⱳ Ҍῃ AUC Ȃ 4

48 ꜚ ̆ ╕ ᵞԍ 0.2%Ȃ 

ⱳ Ҍῃ 

Ҍ ף ̆ ⱳ ҌῃҌ ҹ Ȃ 

ⱳ Ҍῃ (Child-Pugh№ 5⌠6) 1 ╕ 125mg ̆ 2 3 ╕

80mğҍ ẫ ̆ AUC0-24hr 1 ᵞ11%̆ 3 ᵞ36%Ȃҍ

ẫ Ҭ̆ ⱳ Ҍῃ (Child-Pugh№ 7⌠9)̆ AUC0-24hr 1 ₮10%̆

3 ₮18%ȂAUC0-24hr ֓ ≢ ҳ ӈ̆ ⌠Ҭ ⱳ Ҍῃ ╕

Ȃ 

ⱳ Ҍῃ (Child-Pugh № ԍ 9) ҳ ꜚ Ȃ 

ԑᵬ  

ᵬҹ CYP3A4 └╕̆ ╕ ԇ 150mg ̆ 4

CYP3A4 ΐ └ ᵬ Ȃ ╕ ̆ CYP3A4 └ᵬ 2 Ȃῒף

֟ CYP3A4 ȁ └╕ ╕̆ CYP2C9 ╕Ȃ 

Ҍᴪҍ P- ԑᵬ Ȃ 

ῒז ⱬꜚף  

CYP3A4  

ҍ̔ב     ב ̆ 1 4 №≢ ╕ ԇ 2mg ̆ב 1 ╕

150mğ 1 ב AUC ⱴԅ 1.8 Ṑ̆ 4 ב AUC

Ȃ 

҉ ̔ 

̔№≢ԍ 1ȁ2 3 8mg ̆ 1 ╕ 150mg

̆ 1 2 AUC0-24 ⱴԅ 2 ṐȂ

 

    ̔ 3 ̂125mg/80mg/80mg̃̆ 1 125mğ

2ȁ3 40mgȂ 1 AUC ⱴԅ 1.34 Ṑ̆ 3 AUC ⱴԅ 2.5 ṐȂ 
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̔ 

ז ̔ ⱬꜚף Ҭ̆ 3 ̂125mg/80mg/80 mg̃̆ ז

ⱬꜚף Ȃ 

̔ ⱬꜚף Ҭ̆ 3 ̂125mg/80mg/80 mg̃̆

ⱬꜚף ⌠ҳ Ȃ 

ҍ̔ Ҹ ȁ ץ Ә ԋ ̆

3 ̂ 1 125mg/ 2 80mg/ 3 80 mg̃̆ 3 Ә ԋ

ᵞԅ 64%Ȃ 

CYP2C9 ̂ ȁ Ҁ ̃̔  

̔ ̆ 1 ╕ 125mğ 2ȁ 3 №≢

80mgȂ 3 ԍ Ҭ R(+) S(-) AUC ̆ᵖ

5 S̆(-) ᵞԅ 34%̆ ғҳ ₀ ̂ ‰ (INR)̃ ᵞԅ

14%Ȃ 

Ҁ ̔ 1 125mğ 2ȁ 3 №≢ 80mğ 3

ץ╠ 4ȁ 8 15 №≢ ╕ 500mg Ҁ ̆ Ҁ 4 ̆

8 15 AUC №≢ ᵞԅ 23%̆28% 15%̆ᵖ ֓ Ҍ ҹΐ ҳ ӈȂ 

ῒ  

P- ̔ Ҍᴪҍᵬҹ P- ԑᵬ Ȃ ҳ

ԑᵬ ԑᵬ Ȃ 

5-HT 3 ᵣ ╕̔ ҳ ԑᵬ Ҭ̆ Ҹ ȁ

̂ ף ̃ ⱬꜚף Ҍΐ ҳ ӈ Ȃ 

ῒז / ⱬꜚף  

≠ ̔≠ ѿ CYP3A4 ╕̆ 600mg 14 ̆ 9 375mg

̆ AUC ᵞԅ 11 Ṑ̆ ᵞԅ 3 ṐȂ 

    ̔ ѿ CYP3A4 └╕̆
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̂ҍ 29.5±7.9mm Hğ 23.8±4.8mm Hg Ȃ̃ᵖҍ ̆

ȁPR ᴋᵥῒז ҳ Ȃ 

̔ ᶏ ̆ 170mg 1 ̆ 20mg

1 ̆ԋ AUC ᵞ 25%̆Cmax ᵞ 20%Ȃᵖ ᵬ Ҍΐ ҳ ӈȂ 

 

ȍ Ȏ 

̆2͘8ŅḠ Ȃ 

ȍ Ȏ 

Ҭ └ ╕ № ‛̆‟ Ҁ 6720GC ̆

̔ 1 Ȃ 

ȍ Ȏ 

36 ҩ  

ȍ ‰Ȏ 

YBH13152021 

ȍ ‰ Ȏ 

   ‰ H20193289 

ȍ ҉ ֲȎ 

̔ ҙ Ὲ  

̔ Ԑ  

ȍ ֟ᴑҙȎ 

̔ ҙ Ὲ  

̔ Ԑ қ 5  

̔222069 

Ⱶ ̔4008285227 ѿ ԓ 9:00-17:00̂ Ẋ ̃ 

̔http://www.hansoh.cn 
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