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‰ ̔ 2021 10 26  

ḱ ̔ 2021 12 30  

 

盐酸托莫西汀胶囊说明书 

ה ӥ Ҋᶏ  

̔ᾙ  

 

/ ꜚ ̂ADHD̃ ᾙ Ҭ ̆

ᶏ ⱴԅ֟ Ȃ ᶏ ᾙ ҳ ̆ADHD

῍ ҍ ⱴ₮ / ҹ ῏Ȃ ℗ ῏

̂ ҹ̃ ҹ ȁҳ ҹ Ȃ ֲ ℗ ҍ

Ȃ ‰ ԍᾙ Ȃ ‰ ԍ Ȃ 

ᾙ Ҭ ῏ԍ  ̂6 ⌠ 18 ̃̆ ╕ ҳ ̂῍

12 ̆ 2200 ̆ 11 ADHD 1 ̃ № ̔ ֓

ΐ ֟ Ȃ

Ҭ̆ῒ֟ ҹ 0.4%̂5/1357 ̃̆ ᶏ ╕ ̂851

̃ ѿ Ȃ ֓ ԊᴆȂ 

ȍ Ȏ 

̔  

̔Atomoxetine Hydrochloride Capsules 

̔Yansuan Tuomoxiting Jiaonang 

ȍ ᴍȎ 

ᴍ̔  

̔̂ -̃-N- -3- -3-̂O- ̃Ҙ  

̔ 

N
H

CH3

O

H3C

HCl.  

№ ̔C17H21NO·HCl 
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№ ̔291.82 

ȍ Ȏ ҹ ╕̆ῤ ҹ Ȃ 

ȍ Ȏ 

ԍ ᾙ / ꜚ ̂ADHD Ȃ̃ 

ȍ Ȏ25mg( C17H21NO )Ȃ 

ȍ Ȏ 

 

ᵣ Ҍ 70Ὲ ᾙ - ̆ ╕ ҹ 0.5mg/kğ ғ

3 ᵞ ӊ ⱴ ̆ ╕ ̆ ҹ 1.2mg/kğ

ồ №ҹң Ȃ╕ 1.2mg/kg/ Ȃ 

ᾙ ̆ ╕ Ҍ 1.4mg/kg 100mğ ῒҬ ѿҩ╕ Ȃ 

ᵣ 70Ὲ ᾙ ȁ ֲ - ̆ ╕ ҹ 40mğ ғ

3 ᵞ ӊ ⱴ ̆ ╕ ̆ ҹ 80mğ ồ

№ҹң ȂῬ ᶏ 2 4 ̆ ׅ ⌠ ᶃ ̆ ╕ ץ ⱴ⌠ 100mğ

╕ Ҋᴪ ⱴ Ȃ 

ᵣ 70kg ᾙ ץ ֲ̆ ╕ ҹ 100mgȂ 

/  

ҹ ADHD Ȃ ѿ Ҭ̆ᾙ ̂6-15 ̃ ᶏ

1.2-1.8mg/kg/ ╕ ̆ Ȃ Ҭ̆

╕ ѿ ҍ ╕ Ȃ ᶏ ̆

ᵀ ҳ Ȃ 

ѿ  

ҍ № Ȃ 

Ả ̆Ҍ ⁞ Ȃ 

Ҍ ̆ Ȃ 

ᴇ ╕ 120mg ╕ 150mg ῃ Ȃ 

ⱳ ᴴ ╕ -ᵄ ⱳ Ҍῃ̂HĨ ADHD ╕ Ҋ̔Ҭ HI

̂Child-Pugh ClassB̃̆ ∆ ╕ ̂ Ҍᵄ HI ̃ 50%Ȃ HI

̂Child-Pugh ClassC̃̆ ∆ ╕ 25%̂ ȍ Ԋ Ȏ Ҋ ֲ Ȃ̃ 

ҍ CYP2D6 └╕ ᶏ CYP2D6 ף ̂Poor metabolizers,PM̃ ╕
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- CYP2D6 └╕ ȁ ȁ Ҁ̆ CYP2D6 PM ̆ғᵣ Ҍ

70Ὲ ᾙ ̆ ∆ ╕ ҹ 0.5mg/kg/ ̕ 4

ғ∆ ╕ ̆ ⱴ ╕ 1.2mg/kg/ Ȃ 

CYP2D6 └╕ ȁ ȁ Ҁ̆ғᵣ 70Ὲ ᾙ ̆

∆ ╕ ҹ 40mg/ ̆ 4 ғ∆ ╕ ֽ̆ ⱴ

╕ 80mg/ Ȃ 

/ ꜚ Ԋ ̔ 

ADHD̂DSM-IṼ 7 ̆╠ץ ꜚ-‖ꜚ ⱬ ̆ ⱳ ᴴȂ

ȁ ҩᵣ Ҥ ȁ ҳ ӈ ⱳ ̆

ȁ ӟ ᵬ ⱬ ȁ 2ҩ ҉ץ ̆ ̂ ᵝ̃ ҬȂ Ҍ

ԍῒז Ȃ 

̂
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ԍ ҳ ᴆ ̆ Ҍץ ѿ ҳ Ҭ ⌠ Ҍ ҍ ѿ

ҳ Ҭ ⌠ Ҍ ̆ Ҭ ⌠ Ҍ Ȃ 
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 2 1 

   

ᵣ ᵞ 3 0 

ף ҍ Ῑ    

Ҋ  16 4 

 3 1 

   

 19 15 

c 11 4 

 5 2 

ҍ Ҋ    

 2 1 

a 2% ₮ ̆ғ ԍ ╕ ȂҊ↓ ⌠ ‰̆ᵖ

ֲ ԍ ╕ ̆ғ ҍᶏ ῏̔ ̆ ̂

̃̆ ̆ ̆ ꜚ ̆ӎⱬ̆ ̆ ꜚ̆Ḃ ̆ Ҍ Ȃ 2%

Ҋ↓ ̆ғֲ ԍ ԍ ╕ ̔ ̆ ̂ ȁ῀

ȁ Ȃ̃Ҋ↓ ⌠ ‰̆ᵖ ₮╕ ῏ ӈ̔ Ȃ 

b ̔҉ ̆ ̆ Ҍ ̆ Ҍ ̆҉ Ҍ Ȃ 

c ̔ ̆ Ȃ 

2̔ᾙ ̂ 18 ̃Ҭ ῏ Ҍ  

Ҍ  BID №  QD №  

 ̂N=715  ̃ ╕̂N=434̃ ̂N=882  ̃ ╕̂N=500̃ 

     

a 17 13 18 7 

 11 8 11 4 

 7 6 13 4 

Ḃ b 2 1 1 0 
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ꜚ c 2 0 1 1 

a ̔҉ ̆ ̆ Ҍ ̆ Ҍ ̆҉ Ҍ Ȃ 

bḂ Breslow-Day Ҭ ӈ̆ᵖ ’ ҬȂ 

c ꜚ Breslow-Day Ҭ 0.05 ӈ ̆ᵖ Pṿ̖0.1̂ ל Ȃ̃ 

2% ᾙ CYP2D6 PM ₮ Ҋ↓Ҍ ̆ғ PM

ԍ CYP2D6 EM ̔ ̂PM 11%,EM 6%̃̕ ᵣ ᵞ̂PM 7%̆EM 4%̃̕ Ḃ

̂PM 7%̆EM 4%̃̆ 1̂

�Ó65

EM

%

�Ó65
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 3 1 

   

 20 5 

 26 6 

Ḃ  8 3 

b 7 4 

 4  
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ҍӲ    

+ ⱳ f 8 1 

g 3 2 

f / f 4 1 

ҍ Ҋ    

 4 1 

ҍ    

 3 0 

a 2% ₮ Ҍ ̆ғ ԍ ╕ ȂҊ↓ ‰̆

ᵖ ֲ ԍ ╕ ғ̆ ҍ ῏̔ ‛ȁ ꜚ ȁ

╠↓ ȁ ҷ ȁ ȁ ȁӎⱬȁ ‛ȁ ȁ ȁ ȁ Ҍ

ȁ ȁ ȁ ȁ ȁ ȁ ȁ Ҍ ȁ Ȃ 2%

Ҋ↓ ̆ғֲ ԍ ԍ ╕ ̔ ȁ ȁ ȁ Ȃ 

b ̔҉ ̆ ̆ Ҍ ̆ Ҍ ̆҉ Ҍ Ȃ 

c ̔ ̆ Ȃ 

d ̔ ȁ῀ ȁ Ȃ 
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Ȃ 4↓₮ ╕ Ҭ 2% ◐ᵬ Ȃ 

Ҥ ᶏ ⱳ Ȃ ‰ץ ԅ ҍᶏ

῏ ⱳ ̆ ◐ᵬ ’Ȃ 

҉  

҉ Ҋ↓Ҍ Ȃ ̆ ֓Ҍ ֲȁᾙ Ҭ Ȃ

ԍ ֓Ҍ Ҍ ֲ ̆ Ҍѿץ ‰ ᵀ ῒ ̆ Ҍ

ҍ ᶏ ῏ Ȃ 

-QT ȁ Ȃ 

- Ȃ 

ῃ ᵝ - Ȃ 

- Ȃ 

- ⁞ ̕ ̂ᾙ ̃̕ ̕ ꜚȂ 

- ̆ ̆ Ȃ 

ᵬ-҉ ᵬȂ҉ ᵬ ᶛ ȁ ҹΐ

ᵬ ץ ᵬ ᵬ Ȃ ԍ ADHD

ᵬ Ҍ ̆ ץ ‰ ᵀ ҍ ᵬӊ ῏ Ȃ 

Ҋ - ̆ Ȃ 

- ȁ ̂ᾙ ̃̆ ̂ᾙ Ȃ̃ 

ȍ Ȏ 

 

ԍ ֟ ῒ № Ȃ 

└╕̂MAOĨ 

Ҍ ҍ MAOI ̆ Ả MAOIң ῤᶏ Ȃ ̆MAOI Ҍ Ả

ң ῤ Ȃ ̆ῒ ῤ ҍ MAOI Ҥ ȁ

ᴪ ̂ ȁ ȁ ȁ Һ ⱳ Ҍ ̆ ₮ ᵣ ꜚ̆

ץ ̆ ҹ Ȃ̃ ֓ ᶛ ₮ ᵌ ╕

Ȃ ֓ ᶏ Ȃ 

ᾣ  

ҳ Ҭ̆ᶏ ҍ ⱴ ῏̆ ̆ Ҍ

ᾣ Ҭᶏ Ȃ 
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Ҥ ̆ ꜚ Ȃ

̆ Ҍ ԍ Ȃ 

Ҥ  

Ҍ ԍ Ҥ ̆ ֓ ₮ ҳ ӈ

ⱴ̂ ̆ ⱴ 15-20mmHg ⱴ 20 /№ ̃̆ ᴪᶏῒ Ȃ 

ȍ Ԋ Ȏ 

 

/ ꜚ ̂ADHD̃ ᾙ Ҭ ̆

ᶏ ⱴԅ֟ Ȃ ᾙ Ҭ ῏ԍ ̂6 ⌠ 18

̃
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Ҥ ᴴ 

҉ Ҥ ⱳ Ȃ 6000 ⱴ ҳ

Ҭ ⌠ ⱳ ᶛ̆p ҉ Ҭ ԅ ҹ ҍᶏ

῏ ғ ҳ ӈ ᴴ ᶛȂ ⱳ ᶛ̆ 1ᶛ ᶛȂ

ԍ “ Ҍ ” ̆ ԍ Ԋᴆ ᵀ Ȃ ⱳ ᶛ

120 ῤ̆ѿ֓ ₮ [̘20¦ ҉ ̂ULN ]̃ ᵄ

̘̂2¦ULÑ̆ Ả ȂῒҬѿ ₮ ץ ⌠ 40Ṑ ṿ

҉ ᵄ 12Ṑ ṿ҉ ҹ ᴴ̆Ῥ ᵌ ’̆Ả

ῤ ׆̆ ᴪ ᴴȂ ₃ҩ

₮ ̆p Ả ῤ Ȃ҉ ⱳ ̆ Ȃ 

₮ ῒ ⱳ Ả ᶏ ̆ Ҍ Ȃ

₮ ⱳ ∆ ᵣ ̂ : ̆ ̆ ̆ ҉ ץ “ ”

̃ ῒ ץ ṿȂ 

Ҥ Ԋᴆ 

֙ ῒזҤ  

ᾙ -ΐ ῒזҤ ᾙ Ҭ

╕ ῏ ֙Ȃ ѿ֓Ҥ ⱴ ֙ ̆p ΐ

ȁ ȁҤ ῒזҤ ᾙ ѿ Ҍ ᶏ ̆

֓ ’ ⱴ ҉ ᵬ Ȃ 

ֲ- ╕ ֲ ADHD ₮ ֙ȁ Ҭ Ȃ

֓ ֲԊᴆҬ ᵬ Ҍ ̆p ԍᾙ ̆ ֲ ΐ Ҥ ȁ

ȁҤ ȁ  ꜚ ῒזҤ Ȃΐ ҳ

Ҍᶏ Ȃ 

    ᵀ ’ 

ᾙ ȁ ֲ ΐ ̂

̃ ᵣ ץ ᴇ ̆ ̂ ꜚ ̃ ֓

̆↕ ѿ ᴇȂ ̆₮ ⱬ ȁҌ ῒז

ᴇȂ 

 

ҹ ᶏ ̆ ̆ ȁ ꜚ ȁ
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ᶏ Ȃ Ҍ ԍ Ҥ ̆ ֓ ₮ ҳ ӈ

ⱴ̆ ᴪᶏῒ Ȃ ╠ȁ ╕ ⱴ Ҭ

ץ ₮ ΐ ҳ ӈ ⱴȂ 

Ҋ ᶫԅ₮ Ҋ ’ ̂ᾙ ֲ̃ ᶛ̂ ȁ ╕ ҳ ̃:

ⱴ≥15mmHgȁ ⱴ≥20mmHgȁ ⱴ≥20bpmaȂ 

 

ᾙ ╕  ֲ ╕  

ṿ b  ṿ b  

 ╕  ╕  ╕  ╕ 

% % % % % % % % 

DBP̂ ≥15mmHg  ̃ 21.5 14.1 9.3 4.8 12.6 8.7 4.8 3.5 

SBP̂ ≥20mmHg  ̃ 12.5 8.7 4.9 3.3 12.4 7.8 4.2 3.2 

HR̂≥20bpm̃ 23.4 11.5 12.2 3.8 22.4 8.3 10.2 2.0 

a Ώ:bpm= /№ :DBP= ̕HR= ̕mmHg= ̕SBP=  

bҳ ̆ ṿ̂ ᶛȂ 

    ᾙ ╕ Ύ Ҭ̆ ԍ ╕ 0%̂0/934̃̆ ꜚ Ҍ

Ԋᴆ ҹ 0.3%̂
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ӊ╠ ᾙ ₮ ῏ ̂ ȁ

̃̆ ╕ Ȃ ֓ ̆ ῏ Ả Ȃ

ȁ ╕ № Ҭ̆ Ҭ 0.2%̂1939 ԍ ╕

₃ ̆4 ₮ ̃₮ ֓ ̆1056 ╕ Ҭ ₮ ֓ Ȃ 

 

̆ ԇ ADHD ᵄ ≢ ῏ ̆ ҹ ԍΐ

ᴪ ᵬ ᵬ̆ ԍ҉ץ ᴋᵥѿ ף

Ҍ Ȃ ̆ ╠̆ ᵄ ᾟ

№ ץ ΐ Ȃ : ̆ ̆

Ȃ 

₯ ҹ  

ADHD ῒ ₯ ҹ ₮ Ȃ ᾙ ADHD

Ҭ ⌠ ₯ ҹ Ȃ ᾙ Ҭ̆21/1308 ̂1.6%̃

ҍ 9/806 ̂1.1%̃ ╕ ₮ ῏Ҍ Ԋᴆ̂ ᶛҹ

1.33[95% Ḥ 0̆.67-2.64- ӈ] Ȃ̃ ֲ ╕ ҳ Ҭ 6̆/1697 ̂0.35%̃

ҍ 4/1560 ̂0.26%̃ ╕ ₮ ῏

Ҍ Ԋᴆ̂ ᶛҹ 1.38[95% Ḥ ̆0.39-4.88- ӈ] Ȃ̃ ѿԊᴆ

Ҍ ₯ ҹ ̆p ᾙ ֲ Ҭ ҳ

Ҭ̆ҍ ╕ ̆ ⌠ ₮ Ԋᴆ Ȃ 

Ԋᴆ 
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₃ҩ Ҭ ᵣ ҍ ‰ṿ ׆ ₮

Ȃѿ ̆ ∆ 9-12ҩ ӊ ̆ᾙ ᵣ

ԍ ‰ֲ ṿȂ 3 ̆ᵣ ̆ 17.9

Ὲ ̆ ṿ 0.5Ὲ Ȃ ̆ 12ҩ ӊ ̆ ԍ

̆ 3 ̆ 19.4 ̆ ṿᵞ 0.4 ̆̂ Ҋ 1̃ 

1:
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AUCᴪ 10Ṑ̆ ᴪ 5ṐȂ 7% ⱴ ֲҹ PMȂ CYP2D6 
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╕ ῀ ̆ ╕ ҹ 0.8mg/kg/ , ⱴ ╕ 1.2mg/kg/ ̂Ҭᵝ╕ ҹ 1.30mg/kg/

¤0.29mg/kg/ ̃Ȃ ⱴ ֓ ̆ ᾙ ̂PARS̃ ֓

’Ȃ ╕ ῀ 158 Ҭ̆26 ̂16%̃ Ả Ȃ 

ѿ 16 ȁ ̆ ╕ Ҭ ῀ ҹ 18-65 442 ̆ ֓

ֲ ADHD DSM-IV ץ‰ ֜ ̂23% ΐ Ȃ̃2 ╕

῀ ̆ ╕ ҹ 40mg/ ̆ ⱴ ╕ 100mg/ ̂Ҭᵝ╕ ҹ 83mg/ ¤19.5mg/ Ȃ̃

ⱴ ֓ ̆ ֜ ̂LSAS̃ ֓ ’Ȃ

╕ ῀ 413 Ҭ̆149 ̂36.1%̃ Ả Ȃ ҉ Ȃ 

 

ΐ Ⱶֲ Ҋ Ȃ 

ῒז ḠẫҒҙֲ ῏ᶏ ≠ ץ ױז

ֲ ̆ ᶏ ᶫ Ȃ ҉ ῤ ᴋᵥ

Ȃ 

ᶏ Ҭ Ҋץ ̆ ԇ Ȃ 

- ꞉ ̆ ֲ Ҋץ ₮ ̔ ̆ ȁ ᵬȁ

ȁ ȁ ȁ ₯ ҹȁ‖ꜚȁ Ҍ ̂ ꜚ Ҍ ̃ȁ ȁ ȁῒז

ҹ ȁ ץ ̆ ≢ ∆ ץ ╕ Ȃ

ֲ ֓ ₮ ̆ ԍ ᵬ Ȃ ֓

ḠẫҒҙֲ ̆ ≢ ֓ Ҥ ̆ ᵬ̆ Ҍ ԍ

╠ ѿ № Ȃ ֓ ҍ ҹ ῏̆ ℗ ץ

Ȃ 

Ҥ ᴴ- ’Ҋ ᴴȂ

₮ ȁ ̆ ̆ ҉ “ ” Ȃ 

₯ - ⌠ ₯ ⱴ Ȃ 

+ - ᾙ ֲ ₮ + ̆ ӈҹ

+ 4 Ȃ ᾙ ץֲ ֲ +

Ȃ 

┬ - ѿ ┬ Ȃ Ҍ ̆ ῤ ҍ

̆ ‖ ῏ Ғҙֲ Ȃ ᵣ Ȃ 

ԑᵬ - ⅞ ᴋᵥ ȁ ᾟ╕ ̆
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Ȃ 

- ҍ Ȃ 

- ѿ ̆ ̕ᵖ 24 ῤ̆ Ҍ ῃ ̂24

̃ Ȃ 

ꜚ - ᵬ ̆ ⌠ ᾟ№ ᵬ ⱬҌ

Ȃ 

ȍ Ӳ Ȏ 

 

ᶏ Ҍ ץ ῏ ₮ ȁ ֟ȁ֟ ᾙ

Ҍ Ȃ 

ֲ ₮ ֟ Ҍ ₮
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ᶏ Ȃ 

CYP2D6 └╕  

EM Ҭ̆CYP2D6 └╕̂ ȁ Ҁ̃ ⱴԅ ̆

⌠ PM Ҭ ⌠ ᵌ Ȃ ᶏ ̆ ҩ≢ ᶏ

EM Ҭ̆ AUC 6 8Ṑ̆CssȁCmax 3 4ṐȂ 

    ᵣ Ҭ ̆ PM Ҭ ᶏ P450 └╕Ҍᴪ Ȃ 

 

ҹ ̆ҍ ̂ ȁ Ҁ ̃ ῒז ⱴ

̆ Ȃ 

Ҁ  

 ԍ Ҁ ̂ ῒז β2 ᵣ ꜚ╕̃ῃ ̂

̃ ̆ ҹ Ҁ ᵬ ׆̆ Ȃ Ҁ

̂600mcg 2 ̃҉ץ Ȃ ̂60mg ԋ 5 ̃

ⱴ ֓ᵬ ̆ ᶏ Ҁ ∆ ̆ ̆ ѿ Ҭ̆21 ԅ

ף ẫ ֒ ῀ Ҁ ̂
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    ᵣ Ҭ, ԅ Ҋ Ȃ

Ҍ ȁӘ ȁ ҍֲ Ȃ ̆ ֓ ӞҌ

ҍֲ Ȃ 

pHṿ  

pHṿ ̂ / ȁ ̃Ҍ ≠ Ȃ 

ȍ Ȏ 

ҳ Ȃ 

҉ ҹ ῒ ѿ ֙ ᶛ Ȃp

ֽ ҹ ֙ ᶛ ̆ ╕ 1400mgȂѿ֓

ᶛҬ ᵬ̆

ȁ ȁ ̆ ꜚ ҹ ̆Ӟ ԅ ꜚ Ȃҍ֜ ῏ Ҭ

ᵣ ̂ ̔ ꜚ ̆ ȁ ȁ ̃Ӟ Ȃ Ԋᴆҹ Ҭ Ȃ

QT ̆ Ȃ 

 

└Ҭ ԅ̆ Ȃ ԍ ̆ ץ

Ȃ 

ȍҳ Ȏ 

ᾙ  

    - ᾙ ̂6 18 ̃ 4 ȁ ȁ ╕ ̆ ԅ

ADHD ̆ ҈№ӊѿ DSM-IV ֒ ‰̆҈№ӊԋ

ꜚ/‖ꜚ ‰Ȃ̂ ȍ Ȏ̃ 

ҹ ᴇ ADHD ᵣ ̆ ᶏ ADHD Rating Scale-IV-Parent Version ̂ADHDRS̃

№̂ ꜚ/‖ꜚ ̃ ԅᶏ ╕

̆ Һ ԅ ̂intent-to-treat̃№ ̆ADHDRSҬ ҩ

DSM-IVҬ ADHD ѿҩ ‰Ȃ 

1̆ 8 18 ᾙ ̂N=297̃ 8 ȁ ȁ ╕ ȁ╕

̆ ╕ ̂0.5ȁ1.2 1.8mg/kg/ ̃ ╕Ȃ

№ ồ ң ̆ ADHDRS № ң̆ҩ ╕ ADHD ᴨ

ԍ ╕ ̆ ΐ ӈ̆ ⌠ 1.8mg/kg/ ╕ ԍ 1.2mg/kg/ Ȃ

0.5mg/kg/ ╕ Ҍᴨԍ ╕Ȃ 
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2̆ 6 16 ᾙ ̂N=171̃ 6 ȁ ȁ ╕

̆ ╕Ȃ ̆ ҳ ᵣץ ҹ

╕ ̆ ╕ 1.5mg/kg/ Ȃ ╕ ҹ 1.3mg/kg/ Ȃ ADHDRS

№̆ ADHD ᴨԍ ╕ ̆ ΐ ӈ̆ ̆

ѿ Ȃ 

2 7 13 ᾙ ̂ 3 N̆=147̕ 4 N̆=144̃ 9 ȁ ̆ ȁ
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̆ CAARS № ̆ ADHD ᴨԍ ╕ ̆ ΐ

ӈȂ 

≢ ̂<42 ≥42֒ № ̆ ᴋᵥ ̆ ⱴ ֲ̆ ֓֒ Ҭ

Ȃ 

ȍ Ȏ 

ᵬ  

/ ꜚ ̂ADHD̃ ℗

̂

 

 

/ ̂
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2 ԇ ̆╕ №≢ 47 458mg/kg/ ̆ Ȃ

Ҭ ╕ №≢ ҹ ᾙ ֲҬ ╕ 8 5Ṑ̂ mg/m2 ̃̆ ╕ Ҋ

AUCᵀ ҹֲ ╕ Ҋ AUC 1.8Ṑ̂ ף ̃ 0.2Ṑ̂ ף ̃Ȃ Ҭ ╕

№≢ ҹᾙ ֲҬ ╕ 39 26Ṑ̂ mg/m2 ̃Ȃ 

ꜚ  

ԅѿ ᴇ ȁ ҹ Ȃ ₮׆ ̂10

̃ ԇ 1ȁ10ȁ50mg/kg/ ̂ mg/m2 ̆№≢ ҹֲ ╕ 0.2ȁ2ȁ

8
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̆ № ҹ 0.85L/kğ Һ № ῃ ᵣ ҬȂ ᵣ ̆

ѿᵣ ῤ № ᵌȂ 

Ҭ̆98% ҍ ̆Һ ҍ ̆ 

ף - Һ CYP2D6 ף ̆ҍ ף ҹֲ ̂EM̃ ̆

ף ֲ ̂PM̃Ҭ̆ᴪ Ȃҍ EMֲ ̆ PMֲ ̆

AUC 10Ṑ̆Css̆Cmax 5ṐȂ ץ ≢ CYP2D6 PMȂ ҍ

CYP2D6 └╕ ᶏ ̆ ȁ Ҁᴪ ̆

╕ ̂ ȍ Ԋ Ȏ̃Ȃ CYP2D6 Ҍ └ ╝ Ȃ 

CYP2D6 ᵥ̆ Һ ף ֟ 4- ̆ ֟ ᴪ Ȃ

ᵬҹ ҉ ᵣ └╕̆4- ҍ ΐ ̆ᵖ Ҭ ᵞ̂

EMҬҹ 1%̆ PMҬҹ 0.1%̃Ȃ4- Һ CYP2D6Ỳ

̆ᵖ PMҬ̆ ᵞ 4- ῒז P450 ף ȂN-

CYP2C19 ῒז P450 ף ̆ᵖ ̆ҍ ᵞ̆ Ҭ

Ӟ ᵞ̂ EMҬҹ 5%ȁ PMҬҹ 45%̃Ȃ 

ֲ ̆ EMֲ Ҭ ҹ 0.35L/hr/kğ ҹ 5.2 Ȃ

̆ PMֲ Ҭ ҹ 0.03L/hr/kğ ҹ 21.6 Ȃҍ EMֲ

̆ PMֲ Ҭ AUC 10Ṑ̆CssȁCmax 5ṐȂ EMֲ 4-

ҍ N- ̂6⌠ 8 ̃̆ PMֲ Ҭ N-

̂34⌠ 40 ̃Ȃ 

Һ ץ 4- -O- ₮ᵣ ̆Һ ̂╕ ̆̃҉ץ80%

Ḃ ₮ ̂Ҍ⌠╕ 17%̃Ȃ ѿ № ץ ̂Ҍ⌠╕

3%̃Ȃ Ȃ 

ȍ Ȏ ̆ Ḡ Ȃ 

ȍ Ȏ / Ȃŵ7 / ̆1 / ȂŶ14 / ̆1 / Ȃŷ14 / ̆2 / Ȃ 

ȍ Ȏ24ҩ Ȃ 

ȍ ‰Ȏ ‰ YBH12472021 

ȍ ‰ Ȏ ‰ H20213814 
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̔230088 
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