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‰ ̔2007 10 30  

ḱ ̔2008 1 23    2009 9 3   2015 6 8   2015 11 30                                        

2019 12 1     2020 12 30     2021 2 27  

      ӥ   

请仔细阅读说明书并在医师指导下使用 

ȍ Ȏ 

̔  

: Amlodipine Besylate Tablets 

̔Benhuangsuan Anl³diping Pian 

ȍ ᴍȎ Һ ᴍҹ Ȃ 

̔(¤)-2-[̂2- Ә ̃ ]-4-̂2- ̃-6- -1̆4-ԋ

-3,5-ԋ -3-Ә -5- Ȃ 

̔ 

 
№ ̔C20H25 Cl N2O5·C6H6O3S         № ̔567.05 

ȍ Ȏ ҹ Ȃ 

ȍ Ȏ 

1.   

ԍ Ȃ ҍῒז Ȃ 

└ ѿ №̆ ̔

└ȁ ȁ ȁ ȁᵣ └ ῀Ȃ 

Ȃ ҉̆

ⱴᴪ Ȃ ᵞ ᵞ Ҍ

ֲ Ҭ ᵌ ȂҤ ̆ ᵞ ҳ Ȃ 

ֲ ̆ ̆ ᵞ ᵞ Ԋᴆ ̆Һ Ҭȁץ

Ȃ 

2.  ̂CAD̃ 

 

ԍ Ȃ ҍῒז

Ȃ 

̂PrinzmetalĽs  ̃ 

ԍ Ȃ Ӟ ҍῒז

Ȃ 

   

ҹ  ̆ᵖ № ů40%ғ ⱬ ̆ ⁞

ᵟ ץ ᵞ  ꜚ Ȃ 

ȍ Ȏ5mĝ C20H25ClN2O5 ̃ 

Ύ  Ύ  
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ȍ Ȏ 

ֲ 

╕ ҹ 5 mğ ѿ ̆ ╕ ҹ 10 mğ ѿ Ȃ 

ȁ ȁ ȁ ᵄ ⱳ Ҍῃ ̆ ╕ ҹ 2.5 mğ ѿ ̕ ╕

Ӟ ҹ ῒ ╕ Ȃ 

╕ ҩᵣ Ȃѿ ӊ╠ 7͘14 Ȃ

ҳ ̆ Ҥ ’Ҋ̆Ӟ ץ ╕ Ȃ 

╕ 5͘10 mğ ѿ ̆ ⱳ

Ҍῃ ᶏ ᵞ╕ ̆ ╕ ҹ 10 mğ ѿ Ȃ 

  ╕ ҹ 5͘10 mğ ѿ Ȃ ҳ Ҭ̆ 10 mg/

╕ Ȃ 

ȍҌ Ȏ 

ҳ  

ԍҳ ᴆ ̆ѿ ҳ Ҭ ⌠ Ҍ

ҍ ѿ ҳ ҬҌ ̆ ӞҌ ҳ

Ҭ ⌠ Ȃ 

ῃ ҳ Ҭ ԅ ҹ ̆

11000 Ȃ ᵣ ̆ ԍᶏ ╕ 10 mg ῤ

Ȃ Ҭ Ҍ ̆ ҹ Ҭ Ȃ

10 mg (N=1730) ҍ ╕(N=1250) ҳ Ҭ̆

ԍҌ Ả ֽ 1.5%̆ ╕ ̂ 1%̃ ≢Ȃ

╕ Ҍ Ҋ Ҭᵣ Ȃҍ╕ ῏ Ҍ ̂%̃ Ҋ̔ 

            ╕ 

     
2.5 mg 

N=275 

5 mg  

   N=296 

   10 mg  

   N=268 

   N=520 

   

 

   1.8    3.0    10.8    0.6 

   

 

   1.1    3.4    3.4    1.5 

   

 

   0.7    1.4    2.6    0.0 

   

 

   0.7    1.4    4.5    0.6 

ῒזҌ ҍ╕ ῏ Ҍ ̆ᵖ ╕ Ҭ 1%

̔ 

     
̂%̃ 

̂N=1730̃ 

╕̂%̃ 

̂N=1250̃ 

Ꞌ 4.5 2.8 

 2.9 1.9 

 1.6 0.3 

 1.4 0.6 
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ҩ≢Ҍ ҍ ╕ ῏̆ғ Ҍ

Ҋ̔ 

 
       ╕ 

 

   %  

   (N=1218

) 

   %  

   (N=512

) 

   %  

   (N=914

) 

   %  

   (N=336

) 

    5.6    14.6    1.4    5.1 

    1.5    4.5    0.3    0.9 

    1.4    3.3    0.9    0.9 

    1.3    1.6    0.8    0.3 

 

ҳ ȁ ҉ Ҭ̆ Ҋ↓Ԋᴆ <1%̆p >0.1%̆

ῒ ῏ Ҍ ̆ ץ₮↓ ῏ ̔ 

̔ ̂ ꜚ ץ ȁ̃ ꜚ ȁ ȁ

ȁ ȁ ꜚ ȁ Ȃ 

Ҭ ̔ ⁞ ȁ ȁ ȁ ȁ Ȃ 

̔ ⁞ ȁḂ ȁ ȁ ȁ ȁ ȁ ȁ Ȃ 

ῃ ̔ ȁӎⱬ 1ȁ ȁ ȁῃ Ҍ ȁ ȁὅ ȁᵣ ⱴȁᵣ

Ҋ Ȃ 

̔῏ ȁ῏ ȁ 1ȁ Ȃ 

̔ ⱳ ̂ 1 ȁ̃ ȁ ȁ ȁ ȁ ȁ

ֲ Ȃ 

   ̔ 1ȁ Ȃ 

̔ ȁ ȁ 1ȁ 1ȁ ȁ җ Ȃ 

̔ ȁ ȁ ȁ ȁ Ȃ 

̔ ȁ ȁ Ȃ 

Һ ̔ ȁ Ȃ 

Ῑף ̔ ȁ Ȃ 

̔ ⁞ ȁ ȁ ⁞ Ȃ 

1 ╕ Ҭ̆ ֓Ԋᴆ ԍ 1%̆ᵖ ╕ Ҭ̆

֓◐ 1% 2%Ȃ 

Ҭ ҳ Ȃ ȁ

ȁ ҈ ȁ ȁ ȁ ȁ ҳ ῏

Ȃ 

CAMELOT PREVENT Ҭ̆ῒҌ ҍ╠ ᵌ̂ ҉ Ȃ̃

Ҍ ԊᴆȂ 

҉  

ҹ ֓ ֲ ̆ ᴇ ҍ

῏ Ȃ 

Ҋ҉ץ Ҭ Ԋᴆ ̆ҍ ῏ ̔ Ӳ Ȃ

҉ Ҭ̆ ₮ ҍ ̂ ҍ ѿ ̃

ᵟ ̆ῒ ῏Ȃ 

҉ ̔ ᵣ ᶏ ῏Ȃ 



 4 

Ҋץ Ҭᶏ ῒז ῃ ̔ ȁף

ễ ᾟ ⱬ ȁ  ȁ ȁ ץ Ȃ 

ȍ Ȏ ᴋᵥ № Ȃ 

ȍ Ԋ Ȏ 

ᵞ   

 ᵞ ̆ ≢ Ҥ Һꜚ ҬȂ

ᵬ ֟ ̆ ᵞ ’ Ȃ 

ⱴ   

̆ ≢ ᵄ Ҥ   ꜚ ̆ ᶏ

ⱴ╕ ̆ ₮ Ȃ 

ⱳ ֲ ᶏ   

ף ̆ ғ ⱳ Ҍῃ ̂t1/2̃ҹ 56

̆ ԍ ⱳ Ҍῃ Ȃ  

ȍ Ӳ Ȏ 

 

 

҉ Ҭ῏ԍ ᶏ ̆Ҍ ץ Һ ₮

֟ ῏ Ȃ ԍ ᾙ └Ҍᶃ [ ľ

῏ / / ᾙ Ŀ]Ȃ ꜚ Ҭ̆ץ ֲ ╕ ̂MRHD̃

10 Ṑ  20 Ṑ╕ №≢ ᾮ ԇ ̆

⌠ ⌠Ҍ Ȃp ה֟ ⁞ ̂⁞  50%̃̆ ғ ῤ

ⱴ̂ ⱴ  5 Ṑ Ȃ̃ ̆ ╕ Ҋ

֟ [ ľꜚ Ŀ]Ȃ 

ֲ ₮ Һ ₮ ֟ Ҍ Ȃ ₮

ȁ ֟ ῒזҌ Ȃ ֲ Ҭ̆ҳ Һ ₮

֟ №≢ҹ 2% - 4% 15% - 20%Ȃ 

῏ / / ᾙ  

ⱴ ₮ ᾢᾠ ȁ ȁ ֟ № ̂ᶛ ̆

╩ ֟ ֟ ₮ ̃ Ȃ ⱴ ᾙ₮ ῤ ῤ Ȃ ה

̆ ԇץ Ȃ 

ꜚ  

ᾮ Һ 10 mg /kg/ ̂

ᵣ ̆№≢ҹ MRHD  10 Ṑ  20 Ṑ̃ ̆ ῒ

ז / ᾙ Ȃ ֜ ╠ȁ ҩ֜ ̂╕

ԍ 10 mg /kg/ ̃ 14 Ҭ̆ ⌠ ⁞ ̂ 50%̃̆

ῤ ֙ ⱴ̂ 5 Ṑ Ȃ̃ ̆ ╕ Ҋ

№ Ȃ 

Ӳ 

 

ԍ ҳ Ӳ ֲ̆ӲҬ ̆ᵀ ᾙ ╕

Ҭᵝ ҹ 4.2%Ȃ ⌠ Ӳ Ῑ ᾙ֟ Ҍ Ȃ̓͂ ԍ Ӳ

̆ Ȃ 

ȍᾙ Ȏ 

ҳ ̆ ̂2.5 mg͘5 mg/ ̃ 6͘17 ᾙ Ȃ
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6 17 ᾙ ╕ ҹ 2.5 mg 5 mğ ѿ Ȃ

ᾙ 5mg ╕҉ץ Ȃ 

6 Ҋᾙץ Ȃ 

ȍ Ȏ 

╠ ᾟ№ ҳ ץ ̂65 ҉ץ ҍ̃

Ҍ Ȃῒז ҳ Ҭ ҍ ҉ ≢Ȃ

ѿ ̆ ⌠ ’Ҋ ֲ ȁ ⱳ ⁞ ῒז ῒז
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10mg 2 ᶏ ̆ Ҋ Ȃ 

ȍ Ȏ  

ᵬ  

ѿ ԋ ╕̂֞ ╕ ╕̃̆ └

῀ Ȃ ҍԋ ԋ

ᵝ Ȃ ᶭ ԍ ῀

ῤ Ȃ └ ̆ ᵬ

ᵬ Ȃᵣ ⌠ ⱬᵬ ̆ᵖҳ ╕ ᵣꜚ Ҭ

⌠ ѿᵬ Ȃ Ҍ Ȃ ῤ̆ ѿ

̂pKa=8.6̃̆ ҍ ᵣ ᵝ /№ ῒ

ᵬ Ȃ 

ѿҩ ꜚ ╕̆ ᵬ ԍ ׆̆ ᵞ

ⱬ Ȃ 

ΐᵣ └ ῃ ̆ᵖ ҍץҊ ῏̔ 

Ꞌⱬ ̔ ᵞ ⱬ̂ ̃ᶏ - ӗ

ᵞ̆ Ҍ ꜚ ≢ Ҋ Ȃ 

̔ ᵣꜚ ᵣ ֲ  ץ └

̆   ꜚ ץ ꜚ ׆̆ ȁ ҉ ȁ

A2 ᵣ Ȃ ̂PrinzmetalĽs ̃ Ҭ̆

ᵬ Һ ԍῒ   ꜚ └Ȃ 

 

ꜚⱬ ̔ ╕ ̆ ᴀ

Ҋ Ȃ ̆ Ҋ Ҍᵄ ᾙ Ȃ

ꜚⱬ Ҭ ̆ ῤ ԇ

ᵞꜚ ⱴ ̆ᵖ ҳ Ҭ ̆

Ȃ 

ѿ ̆ └ 24 Ȃ

ҍ ῏Ȃ Ҋ Ӟҍ ╠

῏̕ ̆Ҭ ̂  105͘114 mmHg̃

̂  90͘104 mmHg̃ 50%Ȃ ҳ

(+1/͠2 mmHg)Ȃ 

ⱳ ̆ ╕ ⱬҊ ̆

ⱴ̆ץ ⱴ̆Ҍ № Ȃ 

ҍῒז ╕ѿ ̆ ⱳ ̆

ⱳ ꜚⱬ ꜚ̂ ̃ ⱴ̆ғ

Ҍᵄ dP/dt ᵣ Ȃ ꜚⱬ Ҭ̆ꜚ ֲᵣ

╕ ῤ ̆ Ḃ ֲᵣҬҍá ᵣ ╕ ̆Ӟ

₮ ⱬᵬ Ȃ ẫ ֲ ễף Ҭᶏ ῒזΐ

ⱬᵬ Ӟ ᵌ Ȃ 

ᵬ ̔ ᵣꜚ ҳ Ҭ̆ Ҍ ᴰ

ⱳ Ȃ ̆ 10 mg, A-HȁH-V ᴰ ץ

Ȃá- ╕ҍ ֞ ⌠ ᵌ

Ȃ Ҭ ץ á ᵣ ╕ ҳ Ҭ̆

⌠ Ҍ Ȃֽ ̆ ᴰ
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̆֞ ⱴ AVᴰ Ȃ 

 

ᴰ ̔ 

ᵣ ᴰ ҹ Ȃ 

̔ 

̂ ֜ ╠ 64 ̆ ֜ ╠ 14 ̃ ԇ

╕ 10mg/kg/ ץ̂ ̆ ᵣ ̆ ԍᵣ ҹ 50kg ֲᵣ

╕ 10mg 8 Ṑ̃̆ ⱬ Ȃ ᾮ Һ

ԇ ╕ 10 mg/kg/ ̂№≢ ҹֲ ╕ 10Ṑ 20 Ṑ̃̆

ה Ȃ ֜ ╠ȁ ҩ֜ ԇ

10mg/kg/ ̆ 14 ̆ ⁞ ̂ 50%̃̆ ῤ

ⱴ̂ 5 Ṑ̃̆ғ ╕ № Ȃ 

̔ 

ԇ 0.5ȁ1.25 2.5 mg/kg/ ̆ 2

̆ ᵬ ̆ ╕ ԍֲ ╕ ̆ ╕ ҹֲ

╕ 2ṐȂ    

ȍ ⱬꜚף Ȏ 

ԇ ╕ ̆6͘12 ̆ ≠

ҹ 64͘90%̆ ≠ Ҍ ῀ Ȃ 

̂ ף90%̃ ҹ ף ֟ ̆ῒז ץ10%

₮̆60% ף ₮̆ᵣ ̆ Ҭ̆ ҹ

93%Ȃῒ ҹ ̆ ҹ 30͘50 Ȃ 7͘8 ̆

Ȃ 

ⱬꜚף Ҍ ⱳ Ȃ ⱳ ׅ ∆

╕ Ȃ 

ץ ⱳ Ҍῃ Ҭ̆ ⁞ ׆̆ Ҋ

̂AUC̃ ⱴ 40-60%̆ ᵞ ╕ Ȃ Ҭ ҬӞ

⌠ԅ ᵌ AUC ⱴȂ 

ᾙ ̔ 62 6 17 ᾙ Ҭ ԅ 1.25 mg 20 mg

̆ᵣ № ҍ ֲ ᵌȂ 

ԑᵬ  

ᵣ Ҍ ȁ ȁ ҍֲ

Ȃ 

ῒ  

ҍ Ҁȁ ȁ ȁ ̆

Ȃ 

CYP3A └╕ 

Ҭ ╕ 180 mg ҍ 5 mg ̆ ῃ

ⱴ 60%Ȃ ẫ Ҭҍ ῃ Ȃᵖ

CYP3A4 └╕̂ ȁᾥ ̃ ᴪ ⱴ ̂ ȍ

ԑᵬ Ȏ̃Ȃ 

ῒ  

Ҍ ᴠז ȁ ȁӘ ̂ ̃ ̆ ₀

Ȃ 
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ᴠז ̔ ╕ 10 mg ҍ 80 mg ᴠז ̆ ᴠז

ᶏ ᴠז ⱴԅ 77%̂ ȍ ԑᵬ Ȏ̃Ȃ 

̔ѿ ̂N=11̃Ҭ ╠ ̆ҍ

40% ̂ ȍ ԑᵬ Ȏ̃Ȃ 

ᾥז ̔ѿ CYP3A5 Ҭ ẫ Ҭ ╠ ̂N = 9̃ ̆

ᶏ ᾥז ̆ ⱴזᾥ 2.5~4 ṐȂ CYP3A5 ̂N 

= 6̃Ҭ ⌠ ѿ Ȃ ̆ ѿᵝ ̂CYP3A5 ̃

ᶏ ᾥז̆ ⱴ 3Ṑ̆ ᶏ ᾥז ╕

⁞ ȂҌ CYP3A5 Ҍ̆ ֓ ԑᵬ ̂ ȍ ԑᵬ Ȏ̃Ȃ 

ȍ Ȏ ᾣ̆ Ḡ Ȃ 

ȍ Ȏ ̆ 7 ̆ 1 ̕ 

̆ 7 ̆ 2 ̕ 

̆ 7 ̆ 3 ̕ 

̆ 7 ̆ 4 Ȃ 

ȍ Ȏ24ҩ  

ȍ ‰ȎYBH02672021 

ȍ ‰ Ȏ ‰ H20073724 

ȍ ҉ ֲȎ  

    ̔ Ԑ ᴍ Ὲ Ԑ └  

Ύ ̔ Ԑ Ԑ 88  

ȍ ֟ᴑҙȎ 

ᴑҙ ̔ Ԑ ᴍ Ὲ Ԑ └  

֟ ̔ Ԑ Ԑ 88  

̔510515 

Ⱶ ̔̂ 020̃87063679 

Ⱶ ̔̂ 020̃87573176 

̔̂ 020̃87062636 

ᴰ ̔̂ 020̃87061075 

̔http://www.byszc.com 

 

 


