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̔Cipepofol Injection 

̔Huanbofen Zhusheye 

ȍ ᴍȎ 

ᴍҹ Ȃ 

̔2-[(1R)-1- Ҙ Ә ]-6- Ҙ  

̔ 

 

№ ̔C14



ҍ ⱳ ̂ ̆ ̃̆ ғ

ȁֲ ץ ῒז ᵈ Ȃ 

/ ᵬҬ ̆Ҍ / ᵬ ѿҩ

Ȃ 

ҩᵣ ȁ ’ ’̆ ҩᵣ Ȃ 

ҳ ᶏ Ȃ 

╕ ̔ 

ֲ̔ 

̉ ᵬҬ ̔ 

ѿ ẫ ֲ̆ ᵣ ̂kg̃ ̆ҍ Ҋ̆ ╕

Ҍ 0.4mg/kğ Ҍ ԍ 30



ҳ Ȃѿ ֲ̆ ᵣ ̂kg̃ ̆ ╕ Ҍ



╠ ԍ ⱳ Ҍῃ ҳ ȂҌ ԍ



̆372 ᶛ Ҙ Ȃ 5 Ҭ̆ ҉ץ

Ҍ ̆֞ Ҥ Ҍ Ҍ ╠ ₮ ’ Ȃ 

ҳ ╕ Ҋ 135 ᶛ ≢Ҍ

ҹ 37.0%̆Ҙ 70.5%̕ ҳ ╕ Ҋ 185 ᶛ

≢Ҍ ҹ 34.6%̆Ҙ 64.0%Ȃ

ҳ ╕ Ҋ 90 ᶛ ≢Ҍ

ҹ 27.8%̆Ҙ  79.5%Ȃ  

2 ↓₮ԅ ╕ Ҋ ԍ / Ҍ

’Ȃ 

2 ╕ Ҋ ԍ / Ҍ ’ 

Ҍ  
0.4mg/kg 

N=135 

Ҙ 2.0mg/kg 

N=132 

№ ̂≥10%̃ 

ҍ  

ᵞ  22.2% 28.0% 

̂1%~10%̆ 1%̃ 

ῃ ᵝҌ  

ᵝ  4.4% 39.4% 

ȁ  

 5.9% 2.3% 

 

 1.5% 2.3% 

 

ꜚ 1 7.4% 8.3% 

 

 1.5% 2.3% 

 4.4% 6.1% 

Ẽ ̂0.1%~1%̆ 0.1%̃ 

Ҋ  



 0.7% 0 

Ҋץ ף ѿ ῏Ԋᴆ̆ Ҍ ѿԊᴆ̔ 

1̔ ꜚ ꜚ ꜚ  

3 ↓₮ԅ ╕ Ҋ ԍ Ҍ

’Ȃ 

3 ╕ Ҋ ԍ Ҍ ’ 

Ҍ  
0.4mg/kg 

N=185 

Ҙ 1.5 2.0mg/kg 

N=186 

№ ̂≥10%̃ 

ҍ  

ᵞ  13.0% 10.2% 

̂1%~10%̆ 1%̃ 

ῃ ᵝҌ  

ᵝ  5.9% 50.5% 

ȁ  

Ả 1.1% 7.0% 

└ 1 3.2% 4.8% 

 3.8% 4.8% 

 

 3.8% 6.5% 

 

2 2.2% 1.1% 

QT  1.6% 1.1% 

 

ꜚ 3 2.7% 1.6% 

 

 1.1% 0 

Ẽ ̂0.1%~1%̆ 0.1%̃ 

ȁ  



 0.5% 1.1% 

 0.5% 0 

 

 0.5% 0 

 

Ҙ  0.5% 0.5% 

Ҋ  0.5% 0 

₮ 0.5% 1.1% 

₮ 0.5% 1.6% 

 0.5% 0 

ᵞ 0.5% 0 

ⱴ 0.5% 0 

 

 0.5% 0 

 

 0.5% 0 

Ҋץ ף ѿ ῏Ԋᴆ̆ Ҍ ѿԊᴆ̔ 

1̔ └ └ ꜚ  

2̔  

3̔ ꜚ ꜚ ꜚ  

4 ↓₮ԅ ╕ Ҋ ԍ Ҍ

’Ȃ  

 4  ╕ Ҋ ԍ Ҍ ’ 

Ҍ  
0.4mg/kg 

N=90 

Ҙ 2.0mg/kg 

N=44 

̂1%~10%̆ 1%̃ 





ꜚ 2 16.7% 17.1% 

̂1%~10%̆ 1%̃ 

ῃ ᵝ  

ᵝ  7.7% 20.2% 

ȁ  

3 1.3% 0.8% 

 

QT  6.4% 4.7% 

 1.9% 1.6% 

 

 1.3% 0 

 

 1.3% 0 

Ẽ ̂0.1%~1%̆ 0.1%̃ 

 

 0.6% 0 

 0.6% 0 

Ҋ  

 0.6% 0 

Ӳ  

+  0.6% 0 

ᴴȁҬ  

�d�…

�d�…�d�…0.6%



2̔ ꜚ ꜚ ȁ ꜚ ȁ ᵞ 

3̔ ᵞ 

ῃ  

ԍῃ ῃ ԍ 2 ῃ

ҍ ҳ ̆ 2 ῍ 116 ᶛ ԅ

ҍ ̆52 ᶛ Ҙ ҍ Ȃ ң

Ҥ Ҍ Ҍ ╠ ₮ ’Ȃ ῃ

ҍ ≢Ҍ ҹ 62.1%̂ 72/116̃̆ Ҙ ҹ 67.3% 

(35/52) Ȃ 

6 ↓₮ԅ ԍ ῃ Ҍ

’Ȃ 

6 ԍ ῃ Ҍ ’ 

Ҍ  
 

N=116 

Ҙ  

N=52 

№ ̂≥10%̃ 

ҍ  39.7% 46.2% 

ᵞ  39.7% 



 2.6% 3.8% 

Ҙ  0.9% 1.9% 

QT  0.9% 1.9% 

҈  0.9% 0 



Ҋ  

 0.9% 0 

 

 0.9% 0 

ҳ ╕ Ҋ 10ᶛ ICU 3~5 Ҭ

≢Ҍ ҹ50.0% Ҙ̆ ҹ80.0%̆ң Ҍ ҹ̂ vsҘ

̃̔ ᵞ ̂3ᶛ vs 3ᶛ ȁ̃ ҈ ̂0ᶛ vs 4ᶛ ȁ̃Ҍ ̂0

ᶛ vs 1ᶛ ȁ̃ ̂0ᶛ vs 1ᶛ ȁ̃ᵞ ̂0ᶛ vs 1ᶛ ȁ̃

̂1ᶛ vs 0ᶛ ȁ̃ ꜚ ̂2ᶛ vs 1ᶛ ȁ̃ └̂0ᶛ vs 1ᶛ̃ ̂0

ᶛ vs 1ᶛ Ȃ̃ 

Ҍ҉ץ ף ѿ ῏Ԋᴆ̆ Ҍ ѿԊᴆ̔

ꜚ ꜚ ꜚ ̆γ ᵞ ᵞ̆ ҈

҈ ҈ Ȃ 

ᾙ / ̔ 

ῃ ̔ 

ԍᾙ ῃ ῃ ԍ1 ῃ

ҍ 2 ҉ץ ҳ ̆῍ 78ᶛ ԅ

ҍ 7̆7ᶛ Ҙ ҍ Ȃ Ҥ

Ҍ Ҍ ╠ ₮ ’Ȃ ῃ

ҍ ≢Ҍ ҹ48.7%̂38/78 Ȃ̃ 

8↓₮ԅ ԍᾙ ῃ Ҍ

’Ȃ 

8 ԍᾙ ῃ Ҍ ’ 

Ҍ  

 

N=78 

Ҙ  

N=77 

№ ̂≥10%̃ 
  

 

ꜚ  25.6% 26.0% 

ҍ  



Ҍ  

 

N=78 

Ҙ  

N=77 

ᵞ  17.9% 20.8% 

ῃ ᵝ  

ᵝ  12.8% 68.8% 

̂1%~10%̆ 1%̃ 
  

 

 2.6% 3.9% 

 QT 



Ӟ ᵞ̕Ҥ ҹ Ҭ ̆ ̆

̆ ᶏ Ҙ ҉ Ȃ 

3̃ └ Ả 

1 Ҭ̆ ῃ ᶏ └

̆ ҍ ῏ └ Ả̆ᵖ ̆

└ ’Ҋׅ̆ └ Ả̆ ῃ

℗ ̆ ԇץ Ȃ 

3 Ҭ̆ ╕ Ҋ ѿ └̆



Ȃ  

5̃ ᵝ  

1 ȁ3 1

Ҭ̆ ╕ Ҋ ѿ ᵝ ̆ №≢ҹ 4.4%̂ 6/135 ȁ̃5.9%

̂11/185̃ 6.7%̂ 6/90̃̆ Ҙ ҹ 39.4%̂ 52/132 ȁ̃50.5%̂ 94/186̃

61.4%̂27/44̃̆ Ȃ 

ֲ ῃ ῃ ҍ Ҭ̆

ѿ ᵝ ̆ ҹ 7.7%~8.1%̂12/156 7̆/86̃̆ Ҙ

ҹ 20.2%~21.4%̂ 26/129 9̆/42̃̕ 2 ᾙ҉ץ ῃ ҍ

Ҭ̆ ᵝ ᵞԍҘ ̆ Ҙ №≢

ҹ 12.8%̂10/78̃ 68.8%̂53/77̃̆ Ȃ 

ȍ Ȏ 

Ҭᴋᵥ ᴍ Ȃ 

Ȃ 

ȍ Ԋ Ȏ 

1. ῤ ῤᶏ Ȃғ

ᶏ  

2. / ᵬҬ ,Ҍ ᵬ

ѿҩ Ȃ 

3. ᶏ Ҭ̆ Ḡ ̆

₮ ᵞȁ Ҋ ȁ └ Ҋ Ȃ

֓ Ȃ 

4. ̆ ȁ ̆ ᵞ

ץ̆ ASA ŉ-Ŋ ̆ ⁞ Ȃ ⱬ

ῒז Ҍ ᶏ ̆ ℗ Ȃ 

5. ᶏ ⱴ Ȃ ӊ╠̆

Ȃ 

6. ICU ӊ╠ Ḡ ᾟ ץ̆

/ Ҭ ῃ ̆ Ȃ 



7. ᶏ ̆ ⱬ Ҋ Ȃ ̆

ᵬ ⱬ ѿ ̆ ≢ ̆ Ȃ 

8. ᵬ ȁ ’ȁ ȁ ᵣ ᴆ

̆ ԇ ᶏץ ῒז ̂ᶛ ԋ ȁ ̃

Ȃ 

9. ᶭ ̆ ᵄ ᶏ ⁞ ₮

̆ Ҋ ̆ ᴪ ᵞ Ȃ 

10. ԇ ╠̆ ᾢ ⱳ Ҍῃ Ҍ Ȃ 

11. ԍ ╕ ̆ ꜚⱬ

Ȃ 

12. ֲ ᶏ Ȃ 

13. ҳ ᶏ ̆ ≢ ᶏ

⌠ Ȃ 

ȍ Ӳ Ȏ 

Ӳ Ȃ 

ֽ ᵣ ᾙ ԍ ץ ᶏ Ȃ

ᵣ ᾙ֟ Ȃ 

Ҍ ֲӲ ̆ ᾙ ῃ Ҍ Ȃ ԍ

Ӳ ̆ Ӳ ᶏ Ả Ӳ ῙȂ 

ȍᾙ Ȏ 

‰ ԍ 2 ᾙ҉ץ ῃ Ȃ ȍ Ȏȁ



̆ғ ῃ Ӟ Ȃ 

 ICU  6~24h ň ŉ ҳ ץ̆

 3~5 ҳ Ҭ̆῍ ῀ԅ 38 ᶛ 65~79 ֲȂ

ֲҍ Ҭ ֲ ҍ ╕ ⌠ ᵌ ῃ Ȃ 

ȍ ԑᵬ Ȏ 

Һ ̂UGT̃ ň ̆

̆ῒҬ UGT1A9 ҹҺ ף ֒ Ȃ № Ň ף ̂Һ

CYP2B6̃ Ȃ 

 

Ň



ŉ Ҭ̆ ԅ ҍ / ╠

╕ ̆ ╕ 0.4mg/kg ҍ  50μg ץ

ҹ ᶫ / ̆ғ ῃ Ȃ 

ῃ ň ŉ Ҭ̆ ԅ ҍ ╠ ̂ ȁ

̆̃ב ץ ҍ Ҭῒז ῀ ╕ȁ ȁ ῃ

̆ ᴋᵥ ҉ ᴝ ̆ ҹץ ᶫ ̆

ғ ῃ Ȃ 

ῃ ҍ ֲ II III ᾙ III Ҭ̆

ԅ ҍ ╠ ̂ ȁ ̆̃ב ץ ҍ Ҭ

ῃ ̆ ᴋᵥ ҉ ᴝ ̆ ҹץ ᶫ

ҍ ̆ғ ῃ Ȃ 

 ň  ŉ Ҭ̆ ԅ

ҍ ῃ ̆ ᴋᵥ ҉ ᴝ ̆

ҹ ICUץ ᶫ ̆ғ ῃ Ȃ 

ȍ Ȏ 

╠̆ 8 ᶛ Ȃ 

1 ᶛ ̆ ⅞ ╕ 0.375mg/kğ

№ ╕ 0.5mg/kğ 1 ᵝ ̆

ᴋᵥῒזҌ Ԋᴆ̕ 

4 ᶛ ╕

̆1 ᶛ ҹ ╕ 60 Ṑ̆ 2 № 31 ̆

₮ Ҋ ̆ ԇ ῒ̕ז 3 ᶛ ҍ

ᵣ ῏ Ҍ Ԋᴆ̆№≢ҹ̔1 ᶛ ץ 100 ᵩṐ

40 ȁ1 ᶛ ҹ ╕ 60 Ṑ 3 № 28 ץ 1 ᶛ

ҹ ╕ 5 Ṑ 7 Ȃ 

3 ᶛ ICU ᵬ ̆

1 ᶛ ᵣ ̆ ᵣ 73kğ ҹ 80kğ ╕

ץ 80kg ̆ ҍ ᵣ ῏ Ҍ Ԋᴆ̕1 ᶛ ⅞

╕ ҹ 9ml/h,ᵖ ԍ ᵬ ̆ ╕ ҹ 600ml/h̆



2min ₮ Ҋ ̆ Ả ̕1 ᶛ

ᵬ ̆ ң ╕ ̆ ₮ Ҋ ̆ ⁞

╕ Ȃ 

Ň ẫ ╕ Ҭ ╕ ҹ 0.9mg/kğ ╕ Ҋ

̆ᵖ ⌠ ‰̆ ╕ Ả ̂60%



2h~5h ӊ ̆ 21.54ml/min/kg~23.44ml/min/kg ῤ̆ ╕ ᶭ

Ȃל ҈ ̆ t1/2̆α ҹ 0.537min̂ ̔



ֲ ֲ Ȃ 

ᾙ /  

ᵣ ⱬꜚף ῀ԅ ֲҳ ѿ 2-17 ᾙ ꜚ

̆ ̆ ╕ Ҋ ᾙ̆ ᵞԍ ֲȂ 

ⱳ Ҍῃֲ  

Ň ҳ 1̆min 0.4mg/kg 0.4mg/kg/h

30min ̆ҍ ⱳ ̂8 ᶛ̃ ̆ ̂8 ᶛ ȁ̃Ҭ ̂8

ᶛ̃ ⱳ Ҍῃ ̂AUC №̃≢ ⱴ 10.27% 29.51%̆

№≢ ⱴ 11.18% 42.63%̕ ̂Cmax̃№≢

ⱴ 13.55% 0.42%̆ №≢ ⱴ 14.49% 10.60%Ȃ ⱳ

Ҍῃ ⱳ ̂t1/2̃ Ҭ̆ ⱳ Ҍ

ῃ t1/2 ⱳ ̆ᵖҬ ⱳ Ҍῃ ҩᵣ Ȃ

ᴴ ̂MOAA/SȁBIS AUC0-t̃ Ȃ ⱳ

Ҍῃ Ҭ ᵀ ⱬꜚף Ȃ 

ⱳ Ҍῃֲ  

Ň ҳ 1̆min 0.4mg/kg 0.4mg/kg/h

30min ̆ҍ ⱳ ̂8 ᶛ̃ ̆ ̂8 ᶛ ȁ̃Ҭ ̂8

ᶛ̃ ⱳ Ҍῃ ̂AUC №̃≢ ⱴ 13.19% ⁞ 2.22%̆

№≢ ⱴ 7.19% ⁞ 17.08%̕ ̂Cmax̃№≢

Ҋ 31.84% 18.57%̆ №≢⁞ 35.45% 30.95%Ȃ҈ҩ

t1/2 Ȃ ᴴ ̂MOAA/SȁBIS AUC0-t̃

Ȃ ⱳ Ҍῃ Ҭ ᵀ ⱬꜚף

Ȃ 

ᴰ  

῏ Ȃ 

ȍҳ Ȏ 

ֲ̔ 

ѿ Ҭ ȁ ȁ ȁҘ ŉ ҳ Ҭ̆ ҹ

ASA № Ň-ŉ ̆ 18-79 Ȃ῍ 267 ᶛ



̆ 135 ᶛ̆Ҙ 132 ᶛȂ ҹ ̆

╕ ̆ ⱴ╕ Ȃ ╕ ҹ 0.4mg/kğ 30 ̆

Ҭ ̆ ₮ ̂ ᵣꜚȁ ȁ ̃

ץ ⱴ̆ ⱴ╕ ҹ 0.15mg/kğ 10 ̆ ⱴ ≥2

№ ȂҘ ╕ ҹ 2.0mg/kğ ⱴ╕ ҹ 0.75mg/kgȂ ╕

ҹҬ 75%̆ ╕ ҹ 0.3mg/kğ ⱴ╕ ҹ 0.12mg/kgȂ ⱳ

Ҋңҩץ ᴆ̔1. ̕2. ᶏ ף / ̆ ׆

⌠ ᴋᵥ 15min ῤ ≤5 

Ȃ ̔ ԇ ╕ MOAA/S №

1№ ҊȂFASץ Ҭ̆ ҍҘ ⱳ ҹ 100%̆

ⱳ 95% CI ҹ 0.00%̂-2.8%̆2.8%̃̕ PPS Ҭ̆

ҍҘ ⱳ ҹ 100%̆ ⱳ 95% 

CI ҹ 0.00%̂-2.8%̆2.8% Ȃ̃ 

9 ҳ Ҭᶏ MOAA/S №  

≢ ΐᵣ  

5  ῃ ̆  

4   

3   

2  ┬  

1  ̂ Һꜚ ̃ 

0  ┬ ̂ ̃ 

ѿ Ҭ ȁ ȁ ȁҘ ŉ ҳ Ҭ̆ ҹ

ASA № Ň-ň ̆ 18-64 Ȃ῍ 289 ᶛ

̆ 144 ᶛ̆Ҙ 145 ᶛȂ ҹ ̆

╕ ̆ ⱴ╕ Ȃ ╕ ҹ 0.4mg/kğ 30 ̆

Ҭ ̆ ₮ ̂ ᵣꜚȁ ȁ ̃

ץ ⱴ̆ ⱴ╕ ҹ 0.2mg/kğ 10 ̆ ⱴ ≥2

№ ȂҘ ╕ ҹ 1.5mg/kğ ⱴ╕ ҹ 0.75mg/kgȂ ⱳ

Ҋңҩץ ᴆ̔1. ̕2. ᶏ ף ̉ ̆ ׆



⌠ ᴋᵥ



1 Ҭ ȁ ȁ ȁҘ III ҳ Ҭ̆

ҹ ASA № I-IIĬ 18-65 ῃ Ȃ῍

128 ᶛ ̆ 86 ᶛ̆Ҙ 42 ᶛȂ ҹ

̆ ╕ ҹ 0.4mg/kg Ҙ̆ ҹ 2.0mg/kgȂ

Ҙ ╕ №≢ҹ 0.8mg/kg/h 5.0mg/kg/hȂ ̆

’ ҳ ╕ ̆ ҹ 0-

2.4mg/kg/h Ҙ̕ 3.0-12.0mg/kg/hȂ F̔AS Ҭ̆

Ҙ ⱳ ҹ 100%, ⱳ 95% CI ҹ 0%

̂-4.28%̆8.38%̃̕ PPS Ҭ̆ң ⱳ ҹ 100%̆

ⱳ 95 % CI ҹ 0%̂-4.32%̆8.57% Ȃ̃ 

ѿ Ҭ ȁ ȁ ȁҘ ŉ ҳ Ҭ̆

18kg/m2≤BMI≤30kg/m2 1̆8 ≤ ̖80 ̆ 6~24h

ICU Ȃ῍ 129 ᶛ ̆ 87 ᶛ̆Ҙ 42 ᶛȂ

ҹ ̆ ╕ + ╕ ̆ ╕

ҹ 0.1mg/kğ 4min¤30s ῤ ӊ̆ ҉ ץ 0.3mg/kg/h ᵬҹ

╕ ̆ ╕ Ҭҹ ⌠ ̆ ҉Ҋ

╕ ̆ ╕ ҹ 0.06~0.8mg/kg/hȂ Ҭᾛ ⱴ╕ ̆ ⱴ

╕ ҹ 0.05mg/kgȂ ̔ FAS ֲ Ҭ̆ Ҙ

ⱳ ṿ 95%CI ҹ-0.05%̂-5.98%̆9.44%̃̆ PPS ֲ Ҭ̆ Ҙ

ⱳ ṿ 95%CI ҹ 0.00%̂-4.32%̆8.20% Ȃ̃ 

10  RASS ᵀ  

№ṿ  ҳ ᶝ



- 2  



ⱴȁ ҡ ⱴץ ȁ ⁞ ̆

ᵞ 5̆.0mg/kg ╠ҡ ⱴ̆ ֓ ҹ ᵬ

ᵬ Ȃ 

- ה Ҭ̆ ԍ 6~15 ԇ 1.2ȁ

2.5ȁ5.0mg/kĝ ץ AUC ҹֲ̆ ╕ 0.4mg/kg 0.44ȁ1.12ȁ2.42 Ṑ̃̆

ᾮԍ 6~18 ԇ 0.75ȁ1.5ȁ3.0mg/kĝ ץ AUC ̆ҹֲ

╕ 0.4mg/kg 0.03ȁ0.09ȁ0.28 Ṑ̃̆ ᵣꜚ ᵬ ῏

ᵬ ̆ - ה Ȃ 

֟ Ҭ̆ 6 Ӳ 21

ԇ 1.2ȁ2.5ȁ5.0mg/kĝ ᵣץ ̆ ԍֲ ╕ 0.4mg/kg

0.5ȁ1ȁ2 Ṑ̃̆ F0 ף № ȁ Ӳ F1 הף ȁ ҹ

ⱬ F2 הף Ȃ 30 № ~1 ̆

Ӳ ץ Ҭ ⌠ ̆F1 הף Ҭ ⌠ Ȃ 

ȍ ȎҌ 25Ņ Ḡ ̆Ҍ ‛‟Ȃ 

ȍ ȎҬ ̆5 / Ȃ 

ȍ Ȏ24 ҩ Ȃ 

ȍ ‰Ȏ Ύ ‰ YBH08212023 



ᴰ ̔0429-5693818ȁ024-67851955 

̔www.haisco.com 
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