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ֲ  

 

ֲ ῃᵣ Ԋȁ Ԋȁ ֲ ӥҌ Ẋ ȁ

̆ ῒ ȁ‰ ȁ ȁ ҩ≢

ᴋȂ 

ֲ ῃᵣ Ԋȁ Ԋȁ ֲ ȁ ֲ қȁ └

ץֲ Ḡ ֲȁ ├Ὲ ֲ ӥ ῒזḤ

Ẋ ȁ ̆ ᶏ ├ ֜ Ҭ

̆ ᶭ ễ Ȃ 

Ḡ ├ҹ ֲ Ὲ └ᵬȁ₮ΐ ᴆ

Ẋ ȁ ̆ ̆ ├

ᾢ ễ Ȃ 

├ Ⱶ ῒҹ ֲ Ὲ └ᵬȁ₮ΐ ᴆ Ẋ

ȁ ̆ ֲז ̆ ᶭ ễ Ȃ 

Ὲ ֲ Һ ᴪ ᵬ ֲȁᴪ ֲḠ ӥҬ

Ⱶᴪ ȁ Ȃ 

Ҭ ᴪ ᵬ ᴋᵥ‗ ̆ Ҍ ῒ ֲ

≠ ⱬȁ ᴇṿ ᵬ₮ ∞ Ḡ Ȃᴋᵥҍӊ

ẊҌ Ȃ 

ȇ ├ Ȉ ̆ ᶭ ̆ ֲ ҍ ̆

ֲ ̕ Һ∞ ֲ ᴇṿ̆ Һᵬ₮ ‗ ̆

ᶭ ֲ ҍ ᴇ ꜚ

Ȃ
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Ԋ  

Ὲ ≢ Ҋ↓ Ԋ ̆

ӥñ  ò ῃ ῤ Ȃ 

ѿȁ ᴍ  

1ȁῈ қȁ └ֲ̆ ᴋῈ Ԋȁ ֲ

̔̂ 1̃ Ὲ ҉ ӊ ҈ Έҩ ῤ̆Ҍ ֲז ῒ

Ὲ Ὲ ╠ ᴍ Ӟ̆Ҍ Ὲ №

ᴍ̂̕ 2̃ Ὲ ҉ Έҩ ῤῈ ԋ ҩ֜ ᴇ ᵞԍ

ᴇ̂ ȁ ̆ ᴇ̃̆ Ὲ ҉ Έҩ

ᴇᵞԍ ᴇ̂ ȁ ̆ ᴇ̃ ̆ ֲ

Ὲ ҉ ҉ ꜚ Έҩ ̂̕ 3̃ ֲ

҉ ң ῤ⁞ ̆ ⁞ ᴇ ҌᵞԍῈ Ὲ

ᴇ̂ ȁ ̆ ᴇ Ȃ̃҉ץ

Ὲ ҉ ῤ ̆Ҍ ֲ Ⱶ

̂̕ 4̃ ╠ ᴍ ╠ Ҋ̆ ֲᴋ ᴍҌ

ῒ Ὲ ᴍ №ӊԋ ԓȂ Ὲ Ὲ ҉ ӊ

Έҩ ῤ ̆ ӊ ῇҩ ῤҌ ῒ Ὲ

ᴍ̕ Ὲ Ὲ ҉ ӊ ҂ҩ ԋҩ ӊ

̆ ӊ ԋҩ ῤҌ ῒ Ὲ ᴍȂ ֲ

Έҩ ῤ̆Ҍ ῒ Ὲ ᴍȂ 

2ȁῈ қȁ └ֲ ̔̂ 1̃ Ὲ ҉ ӊ ҈

Έҩ ῤ Ҍ̆ ֲז ῒ Ὲ Ὲ

╠ ᴍ̆ӞҌ Ὲ № ᴍ̂̕ 2̃ Ὲ ҉ Έҩ ῤῈ

ԋ ҩ֜ ᴇ ᵞԍ ᴇ̂ ȁ ̆

ᴇ̃̆ Ὲ ҉ Έҩ ᴇᵞԍ ᴇ̂

ȁ ̆ ᴇ̃ ̆ ֲ Ὲ

҉ ҉ ꜚ Έҩ ̂̕ 3̃ ֲ Ὲ ҉

ң ῤ⁞ ̆ ⁞ ᴇ ҌᵞԍῈ Ὲ ᴇ
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̂ ȁ ̆ ᴇ Ȃ̃ 

3ȁῈ қȁ └ֲ └ ῒזᴑҙ ᴍ Ὲ

ȁ Ὲ ̔̂ 1̃ Ὲ ҉ ӊ ҈ Έҩ ῤ̆

Ҍ ֲז ῒ Ὲ Ὲ ╠

ᴍ Ӟ̆Ҍ Ὲ № ᴍȂ̂ 2̃ Ὲ ҉ ӊ ҈ Έҩ ῤ̆

Ὲ қȁ └ֲҌ ֲז ῒ

ᴍ Ὲ ᴍ Ὲ Ȃ̂ 3̃ Ὲ ҉

Έҩ ῤῈ ԋ ҩ֜ ᴇ ᵞԍ ᴇ̂ ȁ

̆ ᴇ̃̆ Ὲ ҉ Έҩ ᴇᵞԍ

ᴇ̂ ȁ ̆ ᴇ̃ ̆ Ὲ Ὲ

҉ ҉ ꜚ Έҩ Ȃ 

4ȁῈ қ Consolidated Pharmaceutical (HK) LimitedȁPrime Capital Group 

Limitedȁ Ҝ ῾ҙ Ὲ ȁ҉ Ὲ ȁ

ȁ Ҭȁ ȁ ╠ȁ ץ ȁ ̔ Ὲ ҉ ӊ

ԋҩ ῤ Ҍ̆ ֲז ῒ Ὲ Ὲ

╠ ᴍ̆ӞҌ Ὲ № ᴍȂ 

5ȁ Ὲ ᴍ Ԋ ֲ ȁ ȁ ȁ ȁ

ᵯ₀ ̔̂ 1̃ Ὲ ҉ ӊ ҈ Έҩ ῤ̆Ҍ ֲז

ֲ Ὲ Ὲ ╠ ᴍ Ӟ̆Ҍ Ὲ

№ ᴍ̂̕ 2̃ Ὲ ҉ Έҩ ῤῈ ԋ ҩ֜ ᴇ

ᵞԍ ᴇ̂ ȁ ̆ ᴇ̃̆ Ὲ ҉

Έҩ ᴇᵞԍ ᴇ̂ ȁ ̆

ᴇ̃ ̆ ֲ Ὲ ҉ ҉ ꜚ Έҩ ̕

̂3̃ ֲ ҉ ң ῤ⁞ ̆ ⁞ ᴇ Ҍ

ᵞԍῈ Ὲ ᴇ̂ ȁ ̆

ᴇ Ȃ̃҉ץ Ὲ ҉ ῤ ̆Ҍ ֲ Ⱶ

̂̕ 4̃ ╠ ᴍ ╠ Ҋ̆ ֲᴋ

ᴍҌ ῒ ᴍ №ӊԋ ԓ̕ Ὲ Ὲ

҉ ӊ Έҩ ῤ ̆ ӊ ῇҩ ῤҌ ῒ
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Ὲ ᴍ̕ Ὲ Ὲ ҉ ӊ ҂ҩ ԋҩ ӊ

̆ ӊ ԋҩ ῤҌ ῒ Ὲ ᴍȂ

ֲ Έҩ ῤ̆Ҍ ῒ Ὲ ᴍȂ 

6ȁῈ қ ᾠ ̔ Ὲ ҉ ӊ ҈ Έҩ ῤ̆Ҍ

ֲז ֲ Ὲ Ὲ ╠ ᴍ Ӟ̆

Ҍ Ὲ № ᴍȂ 

ԋȁ῏ԍῈ ҉ ᴇ  

1ȁ ꜚ ᴇ ΐᵣ ᴆ 

Ὲ ҉ 3 ῤ Ὲ ᴇ 20ҩ֜ ᴇᵞԍ ѿ

 ֟ ̂ ѿ ‰ ̆ ≠ № ȁ Ὲ ȁ

ȁ Ԋ Ὲ  ֟ ᴍ ₮ ̆  ֟

Ȃ̃ 

2ȁ ᴇ ΐᵣ  

҉ ᴇ ᴆ Ὲ̆ ᴇ

ᴆӊ 2ҩ֜ Ὲ ̆ 5ҩ֜ ῤҍ Ὲ қȁ Ԋȁ

Ԋ ֲ ᴇ ΐᵣ ̆ ֜ Ԋ

ᴪȁ қ ᴪ ̆↕ қ ԇץ Ȃ 

̂1̃Ὲ  

Ὲ ҹ ᴇӊ ᴍ̆ ȇ҉ Ὲ ᴪῈᴧ ᴍ

Ⱳ Ȉ ȇ῏ԍ҉ Ὲ ץ Ҭ ᴇ֜ ᴍ ᾟ Ȉ ῏ ȁ

̆ғҌ Ὲ № Ҍ ҉ ᴆȂ 

Ὲץ ᴪῈᴧ ᵬҹ ᴇ ↕̆Ὲ ץ

ᴇ Ὲ ҉ѿᴪ ᶫ№ ≠ 10%

ᴪῈᴧ ̆ ᴇ Ҍ ҉ѿᴪ  ֟Ȃ 

̂2̃ қȁ └ֲ Ὲ  

Ὲ қȁ └ֲ ȁ ̔ ᴇ Ҍ ҉ѿᴪ
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 ֟̆ ԍ ᴍ Ҍ ԍ҉ѿᴪ ׆ ֲ

№ ̂ ԍ ᴇ Ҭ ᴇ

ᵞԍ҉ ‰ ̃̕ Ὲ № ҉ ᴆ̕

ᴍ ҹ Ḥ ȇῈ Ȉȁȇ ├ Ȉ ῒז ῏ ȁ

̆ ῤҌ⁞ ῒ Ὲ ᴍȂ 

̂3̃ Ԋ̂Ҍ Ԋ ȁ̃ ֲ Ὲ  

қȁ └ֲ Ὲ ץ Ὲ ⅞ Ὲ̆

ᴇׅᵞԍ ѿ  ֟ ̆Ὲ Ԋ̂Ҍ Ԋ̃

ֲ ̔ ₮ 5ҩ֜ ῤ̆ᶭ Ὲ ῤ ‗ ̆

⅞̆ ȁ ̆ Ὲ ̆ Ὲ Ὲ

Ȃ 

ᴇ Ҍ ҉ѿᴪ  ֟̆ ԍ ᴍ

Ҍ ԍ҉ѿᴪ ֲ Ԋȁ Ԋȁ 50%̂ ԍ

ᴇ Ҭ ᴇ ᵞԍ҉ ‰ ̃̕

ֲ № ҉ ᴆ̕ ᴍ ҹ Ḥ ȇῈ

Ȉȁȇ ├ Ȉ ῒז ῏ ȁ ̆ ῤ

Ҍ⁞ ῒ Ὲ ᴍȂ 

҉ Ὲ ҉ 3 ῤ ᴋ Ԋ̂ Ҍ Ԋ̃ ֲ

ΐ ⱬȂ 

3ȁ ᴇ  

ᴇ Ὲ ӊ Ӝ ҩ ῤ̆ ₮ Ҋᴋѿץ ↕̆ ҹ

ᴇ ̆ Ὲ ᴇ  ̔

̂1̃Ὲ ҩ֜ ᴇ ԍῈ ѿ

 ֟̂ ѿ ‰ ̆ ≠ № ȁ Ὲ ȁ ȁ

’ Ὲ  ֟ ᴍ ₮ ̆  ֟ ̃̕  

̂2̃ Ὲ ᴍ Ὲ № Ҍ ҉ ᴆ̕ 
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̂3̃Ὲ ῏Һᵣ ԍ Ὲ ᴍ ⌠ ҉

Ȃ 

҈ȁ̓͂ ԍ ӥҬ Ẋ ȁ ᶭ

ễ ễ ᴋ  

Ҭ ᴪȁ ├֜ ῏ Ὲ̆ Ὲ

ӥ Ẋ ȁ ̆ ∞ ֲ

ᴆ ȁ ̆Ὲ Ὲ қȁ Ԋȁ Ԋȁ

ֲ ῒ ȁ ᴍȁ ễ ӈⱵȂ 

1ȁ ֲ  

Ὲ ̔̂1̃ Ὲ ӥҬ Ẋ ȁ

̆ ∞ Ὲ ᴆ ȁ ̆Ὲ

ᶭ Ὲ ῃ ̂ ҉ Ԋ ҉̆

̃ȂῈ Ҭ ᴪ₮ΐ ῏ Ԋ Ὲ ̆

3ҩ֜ ῤ ῏ ȇῈ Ȉ Ԋᴪ ᴍ

ΐᵣ ̆ ֜ қ ᴪȂῈ қ ᴪ‗ ῏Һ

ꜚ ᴍ Ȃ ᴇ ץ ԋ ᴇ ̆ Ὲ ꜚ ᴍ

Ả ↕̆ ᴍ ᴇ ҌᵞԍẢ ╠ѿ֜ ֜ ᴇ ̂ ֜ ᴇ

= ֜ / ֜ ̃Ȃ̂2̃ Ὲ ӥҬ Ẋ

ȁ ̆ ᶏ ├֜ Ҭ ̆Ὲ ᶭ

ễ ҉ Ẋ ҹ Ȃ 

2ȁῈ қȁ └ֲ ȁ  

Ὲ қȁ └ֲ ȁ ̔̂ 1̃ ֲ ӥ

Ҭ Ẋ ȁ ̆ ∞ ֲ

ᴆ ȁ ̆ ֲ Ḇ ֲᶭ Ὲ ῃ

̆ ֲӞ ֲ҉ ⁞ ᴍȂ ֲ қ ᴪ

‗ ῏Һ ꜚ ᴍ ̆ ֲ ᴇ

ᴇ ̆ ꜚ ᴍ ֲ Ả ↕̆ ᴍ ᴇ Ҍᵞԍ
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Ả ╠ѿ֜ ֜ ᴇ ̂ ֜ ᴇ = ֜ / ֜ Ȃ̃

̂2̃ ֲ ӥҬ Ẋ ȁ ̆ ᶏ

├֜ Ҭ ̆ ֲ ҉ ֲ ễӈⱵ

ᴋȂ 

3ȁῈ Ԋȁ Ԋ ֲ  

Ὲ Ԋȁ Ԋ ֲ ̔ ֲ ӥҬ Ẋ ȁ

̆ ᶏ ├֜ Ҭ ̆ ֲ ᶭ

ễ Ȃ 

ȁ ҉ץ5% ᴍ қ ⁞  

1ȁῈ қȁ └ֲ ȁ ⁞  

╠̆ ȁ ֲ 56.7016% ᴍȂῒ

⁞ Ҋ̔ 

̂1̃Ὲ ҉ 36ҩ ῤҌ⁞ ֲ ᴍ̕ 

̂2̃ ҉ ң ῤ̆ ֲ ᴍҌ Ὲ

ᴍ 5%̆⁞ ᴇ Ҍᵞԍ Ὲ ᴇ̂ ȁ ̆

ᴇ̃Ȃ 

2ȁῈ қConsolidated Pharmaceutical (HK) Limited ⁞

 

╠̆Consolidated Pharmaceutical (HK) Limited ֲ

23.3783% ᴍȂῒ ⁞ Ҋ̔ 

̂1̃Ὲ ҉ ԋҩ ῤҌ⁞ ֲ ᴍ̕ 

̂2̃ ҉ ң ῤ̆ Ὲ ᴍҌ Ὲ

ᴍ 100%̆ ⁞ ᴇ Ҍᵞԍ Ὲ ᴇ̂ ȁ ̆

ᴇ̃Ȃ 

3ȁῈ қPrime Capital Group Limited ⁞  
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╠̆Prime Capital Group Limited ֲ 8.2209% ᴍȂ

ῒ ⁞ Ҋ̔ 

̂1̃Ὲ ҉ ԋҩ ῤҌ⁞ ֲ ᴍ̕ 

̂2̃ ҉ ң ῤ̆ ᴍҌ Ὲ ᴍ

100%̆ ⁞ ᴇ Ҍᵞԍ Ὲ ᴇ̂ ȁ ̆

ᴇ̃Ȃ 

ԓȁ ῏Ҭ׃  

1ȁḠ  

├ ᴍ Ὲ ľ̔ ├ҹ ֲ Ὲ └

ᵬȁ₮ΐ ᴆ Ẋ ȁ ̆ ̆

├ ᾢ ễ ȂĿ 

2ȁ ֲ  

֤ ԊⱵ ̔ñ ҹ ֲ Ὲ └ᵬȁ₮ΐ

ᴆ Ẋ ȁ ̆ ̆ ᶭ

ễ Ȃò 

3ȁ  

ẫᴪ ԊⱵ ̂ ᴩ̃ ̔ñ ҹ ֲ Ὲ

└ᵬȁ₮ΐ ᴆ Ẋ ȁ ̆ ̆

ᶭ ễ Ȃò 

4ȁ ᵀ  

֤ ֒Ԋ ֟ ᵀԊⱵ ̂ ᴩ̃ ̔ñ ҹ

ֲ Ὲ └ᵬȁ₮ΐ ᴆ Ẋ ȁ ̆

̆ ᶭ ễ Ȃò 

Έȁ Ὲ Ԋ  
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1ȁ῏ԍ ᴍ  

Ὲ қȁ └ֲ ῒז қ ῏ԍ ᴍ ȁ⁞ ᴇ

̆ ᶭ Ҋץ ᴋ̔ 

Ԋ ӊ ̆ ֲ̂ Ὲ ̃ ֲ ᴍ

ꜚ ̂ ⱴ̃6ҩ ̆ ֲ ῏ ₮ ̂ ⱴ̃

ֲ̂ Ὲ ̃ ֲ ᴍ ̕ ֲ̂ Ὲ ̃

Ὲ ̆ ֲ ֲ̂ Ὲ ̃҉

Ȃ 

2ȁ῏ԍ Ḥ ȁ ᴍȁ ễ ῏

 

Ὲ қȁ └ֲ Ԋȁ Ԋȁ ֲ ῏ԍ Ḥ

ȁ ᴍȁ ễ ῏ ̆ ᶭ Ҋץ ᴋ  ̔

̂1̃ ȁ ᴍȁ ễ ⌠ ̆Ὲ

Ὲ ̆ Ҭ Ὲ Ὲ қȁ Ԋȁ Ԋȁ

ֲ ῏ԍ ȁ ᴍץ ễ ץ’

’Ȃ 

̂2̃Ὲ қȁ └ֲ ȁ ῒץ Ԋ

ץ Ὲ ≠ № Ҭ֣ № ᵬҹ Ḡ̆ ῒ

҉ ễӈⱵ̆ῒ Ὲ ᴍҌ Ȃ 

̂3̃Ὲ Ԋȁ Ԋ ֲ ῒץ ╠ Ԋ ץ

ῒ Ὲ ᴍ № ᵬҹ҉ ḠȂ 

3ȁ῏ԍ ᴇ  

Ὲ қȁ └ֲ Ԋȁ Ԋȁ ֲ ῏ԍ

ᴇ ῏ ̆ ᶭ Ҋץ ᴋ̔ 

̂1̃ Ὲ ᴍ ӈⱵ̆↕̔ŵῈ ᵣ҉Ὲ

ᴇӈⱵ ΐᵣ ̆ қ ᴪῈᴧ Ŷ̕Ὲ
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Ả Ὲ Ԋȁ Ԋ ֲ ȁ ̆ Ὲ ῏

ӈⱵ ŷ̕Ὲ 5ҩ ᵬ ῤ ꜚ‟ ԍ҉ѿᴪ ᶫ№

≠ 10% ץ̆ ԍῈ ῏ӈⱵȂ 

̂2̃ Ὲ қ ῒז Ԋ̂ Ԋ ̃ ֲ Ҍ

Ὲ ᴇӈⱵ Ὲ̆ ᵣ҉Ὲ ᴇӈⱵ ΐᵣ

̆ ῒז қ ᴪῈᴧ ̕ Ὲ қȁ └ֲ ȁ

҉ Ὲ ᴍ ӈⱵ̆ ԍ ֲ ҉ Ὲ №

҉ Ὲ Ȃғ ֲ ᴍҌ ̆ ᴇ

ҹ ̕ Ὲ Ԋ̂ Ԋ ȁ̃ ֲ ҉ Ὲ

ᴍ ӈⱵ̆↕Ὲ қ ᴪ ᴇ ‗ Ὲ ӊ

12ҩ ῒ 50% ȁ ԇץ ̆ғῒ ᴍҌ ̆

ᴇ ҹ Ȃ 

̂3̃Ὲ ᴇ Ὲ ̆ Ҭ

Ὲ ῒ қȁ Ԋȁ ֲ ῏ԍ ᴇ ’̆

ᴇ ’Ȃ 

4ȁ῏ԍῈ ╠ ҉ץ5% қ ⁞  

Ὲ қȁ └ֲ ῒז ҉ץ5% қ ῏ԍῈ ╠

҉ץ5% қ ⁞ ̆ ᶭ Ҋץ ᴋ̔ 

Ԋ ӊ ̆ ֲ̂ Ὲ ̃ ֲ ᴍ

ꜚ ̂ ⱴ̃6ҩ ̆ ֲ ῏ ₮ ̂ ⱴ̃

ֲ̂ Ὲ ̃ ֲ ᴍ ̕ ֲ̂ Ὲ ̃

Ὲ ̆ ֲ ֲ̂ Ὲ ̃҉

Ȃ 

5ȁῒז  

ȁ ᵬҹῈ қ └ֲ̆ ῒ Ạ₮ ῏ԍ

ᾧ ҙ Ԉ ⁞ ῏ ֜ ȁ῏ԍ Ḡ ᵟ Ὲ ӈⱵ

̆ ֲ қ ᴪ Ҭ ᴪ ℮҉Ὲ ΐᵣ
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ֲ қ ᴪῈᴧ ̆ ҉ ӊ 5ҩ ᵬ

ῤ Ả̆ ֲ қ№ ̆ ῒ ֲ ᴍ Ҍ ̆

҉ ҹ Ȃ 

҂ȁ ῏  

Ὲ Ὲ ⇔ҙ ҉ ⱳ̆ תּ Ὲ

̆p תּ ⌠ᵝ ֟ ̆ ᴪ Ὲ

 ֟ ̕ ̆ Ὲ Ὲ ⇔ҙ ҉

תּ ⅞ ғ̆Ὲ ҙⱵ Ὲ̆

 ֟ ῤᴪ₮ Ҋ Ὲ̆

Ҋ̔  

1ȁḠ Ὲ ҙⱵ 

Ὲ ֟ ᴧ ̆ Һ ֟ ȁ ᵣ

ȁ ȁ ̆ῒ֟ז ֟ Ữ ֟ Һ

ȁ ᵣ ȁ ȁ ȁ ȁ

ȁ Ȃ ̆Ὲ ᾟ№≠ └ ҙ ̆

ᴨ֟ל ̆ ₮ ̆Ḡ ѿ Ὲ ҙⱵ̆ Ὲ

≠ ⱬ̆ץ ᵞ҉ Ȃ 

2ȁⱴ תּ ̆ⱴ תּ  

תּ ᶏῈ ֟ ȁ ֟ ⱬȁ

Ԉ ȁ Ԉ ⱬȂῈ ⱴ תּ ̆ ̆ ᵞ

҉ Ȃҹ תּ ᶏ Ὲ̆ ῏

ȁ ᴆ ץ ȇ ≠└ ᴍ Ὲ תּ

Ⱳ Ȉ ̆ תּ ԍῈ Ԋᴪ‗ Ғ Ҭ ̆Ạ⌠Ғ

Ғ ȁᶏ ̆ Ḡ ȁ ȁ ├֜ ῒז

Ȃ 

3ȁⱴ ῤ └̆ ≠ ⱬ 
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Ὲ ᴆ ẫῃԅ қ ᴪȁ Ԋᴪ ῒ

Ғ ᴪȁ Ԋᴪȁ Ԋȁ Ԋᴪ ӥ Ὲ ̆

ԅῈ ῤ └ Ȃ ₃ Ὲ̆ ѿ

̆ Ὲ ᵣ ≠ ⱬȂ ̆Ὲ ꜜⱬ ᶏ ̆

‗ ̆ ҹ ᶏ ̆ ΐ

̆ └Ὲ ̆ Ⱶ ₮Ȃ ̆Ὲ Ӟ ⱴ ᴑҙῤ

└̆ ѿ ᴨ ̆ⱴ ̆ῃ

└Ὲ Ҭ Ȃ 

4ȁ ѿ ≠ № ̆ᴨ └ 

ȇῈ ̂ Ȉ̃῏ԍῈ ≠ № ῒ № ΐᵣ ᴆȁ ᶛȁ

№ ≠№ ᴆ ̆ ȇҬ ᴪ῏ԍ ѿ ҉ Ὲ

№ ῏Ԋ Ȉȁȇ҉ Ὲ 3 ĺ҉ Ὲ № Ȉ

Ȃ Ὲ ѿ ≠ № ̆ᴨ └Ȃ 

Ὲ └ ҉ Ҍ ԍ Ὲ ≠ Ạ₮Ḡ ̆

Ҍ ‗ ̆ Ȃ 

ҹ Ὲ ⁞ Ḡ̆ Ὲ

⌠℗ ̆Ὲ Ԋȁ ֲ Ҋ̔̂ 1̃

Ҍ ễ ҌῈץ ᴆ ῒז ᵝ ҩֲ ≠ Ӟ̆Ҍ ῒז Ὲ

≠ ̂̕ 2̃ Ԋ ֲ Ⱶ ҹ ̂̕ 3̃ Ҍ

ꜚ Ὲ Ԋҍῒ׆֟ ῏ ȁ ꜚ̂̕ 4̃ Ԋᴪ

ᴪ└ └ ҍῈ ’ ̂̕ 5̃ Ὲ

Ὲ ꞉ ᴆҍῈ ’ Ȃ 

Ὲ қȁ └ֲ ȁ ᾢ Ὲ Ὲ

Ҋ̔ Ὲ

ᵬ̆ҹ ῏ ᴋҺᵣӊѿ̆ Ҍ Ὲ

ꜚ̆Ҍ᷅ Ὲ ≠ Ȃ ҉ Ҍ ҉ ̆ Ҭ ᴪ

├֜ ├ ῒ└ ῏ ȁ ↕ᵬ₮ ῏

῏ Ȃ 
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ῇȁ ╠ ≠ №  

Ὲ 2015 ѿ ҳ қ ᴪ ‗ ̆ Ὲ Ὲ ╠

≠ қ῍֣Ȃ 

̆Ὲ └ ԅȇ҉ ҈ қ№ ⅞Ȉ̆ ҉ ҈ ≠№

ᵬ₮ԅ ѿ Ȃ҉ ̆Ὲ Ὲ ȁ ᵩῈ ץ ̆

қ№ ≠Ҍᵞԍ ᶫ№ ≠ 20%̕ ≠ №

̆ № ≠ № Ҭ ᶛ ᵞ ⌠ 20%̆ ΐᵣ ᶛ Ԋᴪ

Ὲ ’└ ֜ қ ᴪ Ȃ Ḡ ≠№ ╠

Ҋ Ὲ̆ ץ ⱴ ≠№ Ὲ Ȃ № ≠

ԍ Ὲ Ȃ 

Ӝȁ Ὲ ≠№  

Ὲ ≠ № ᴪῈᴧ қ ̆ № ⅞̆

ᶫ№ ≠ ᶛ қ № Ὲ̕ ≠ №

ῒ № Ḡ ѿ ȁ ̆ Ὶ Ὲ ≠ ȁ

ῃᵣ қ ᵣ≠ Ὲ ̆ ȁ ῏ ȂῈ

≠ № ΐᵣ Ҋ̔ 

1ȁ≠ № ̔Ὲ ≠ № ȁ ȁ

ῒז Ȃ₄ΐ № ᴆ ̆ ᴨᾢ №

≠ № ̕ ץ № ≠ ̆Ὲ ׅ ᶫ№ ≠ ̆ ғ Ԋᴪ

ҹ ≠ ≠ԍῈ ῃᵣ қ ᵣ≠ Ὲ̆ ץ ≠

≠ № Ȃ 

2ȁ≠ № ̔ ԍ Ὲ қ ≠ Ҍҹ ╠

Ҋ̆ ↕҉Ὲ ѿ ≠ № Ὲ̆ ץ ֟

’ Ҭ ≠ № Ȃ 

3ȁ № ᶛ̔ Ὲ ֟ ’Ҋ̆

⅞ ₮ Ԋ Ὲ̆ № ≠ Ὲ̆
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ץ № ≠ Ҍ ԍ ᶫ№ ≠ 20%ȂῈ ץ

ΐᵣ ᴆҹ̔̂ 1̃Ὲ ≠ғ № ≠ ҹ ṿ̂̕ 2̃

Ὲ Ⱶ ₮ΐ ‰ Ḡ Ȃ 

⅞ ₮ Ὲ ѿ ῤ ӯ ֟ Ὲ ѿ

֟ 30% ӯ ֟ᴇṿ Ὲ ѿ  ֟

20% Ԋ ̆҉ ֟ᴇṿ ṿ ᵀṿ ץ̆ ҹ‰̕ץ

Ὲ ѿ  ֟ 20% ҉ץ Ԋ Ȃ 

4ȁῈ Ԋᴪ ҙ ȁ ȁ ȁ

≠ ץ ₮ ̆ №Ҋ↓ ̆ Ὲ

̆ ₮ № ̔̂ 1̃Ὲ ғ

₮ ̆ № ≠ № Ҭ ᶛ ᵞ ⌠ 80%̂̕ 2 Ὲ̃

ғ ₮ ̆ № ≠ № Ҭ

ᶛ ᵞ ⌠ 40%̂̕3 Ὲ̃ ғ ₮ ̆

№ ≠ № Ҭ ᶛ ᵞ ⌠ 20%̕ Ὲ Ҍ №ᵖ

₮ ̆ ץ ╠ Ȃ 

5ȁῈ ≠ ΐᵣ ᴆ̔ Ὲ ’ ̆ ҙ ῀ ≠

ғ̆ Ԋᴪ ҹῈ ҍ ֟ Ҍ ̆ ץ ₮

≠№ Ȃ 

6ȁῈ ≠ № Ὲ Ԋᴪȁ Ԋᴪȁ қ ᴪ Ȃ Ԋᴪ

≠ № ᾟ№ ̆ Ὲ № ȁ

ᴆ ᶛȁ ᴆ ῒ‗ Ԋ ̆ Ғ ‗ ֜ қ ᴪ

Ȃ Ԋ ≠ № Ȃ Ԋ ץ Ҭ қ

̆ ₮№ ̆ ֜ Ԋᴪ ȂῈ қ ᴪ № ΐᵣ

╠̆ ̂ ᵖҌ ԍ Ғ ȁ Ԋᴪ ӥḤ

├֜ ῏ Һ̃ꜚҍ қ ≢ Ҭ қ

֜ ̆ᾟ№ Ҭ қ ̆ Ҭ қ῏ ȂῈ

қ ᴪ ≠ № ̆Ὲ ҹ қ ᶫ Ȃ 
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7ȁ Ὲ № ᴆᵖҌ ₮ № ̆ Ὲ №

≠ ᵞԍ № ≠ 20%̆ Ԋᴪ № ᶛ ΐ

ᵣ ȁῈ ℗ Ԋ Ғ ̆ Ԋ

ᴪ ȁ Ԋ ֜ қ ᴪ ̆ Ὲ ᵣ҉ԇץ Ȃ 

8ȁ қ Ὲ ’ ̆Ὲ ≠ № ̆ ⁞

қ № ễץ̆≠ ῒ Ȃ 

9ȁ≠ № ̔Ὲ ≠ № ԊᴪẠ₮Ғ

̆ ̆ ӥ ̆ Ԋȁ Ԋᴪ

֜ қ ᴪ ≢‗ Ȃ≠ № ֜ қ ᴪ Ҭ

̆ ≠ № Ԋ Ὲ̆ ├֜ ֜ ȁ

ԑ ҹ ᴪῈᴧ қ ⱴ қ ᴪ ᶫḂ≠Ȃ 

῏Ὲ ≠ № ῤ ӥñ Ӝ  Ⱶᴪ Ḥ ҍ

№ òӊñ Έȁ ≠№ ҈ ≠№ ’ò ῏ῤ Ȃ 

ȁḠ ῏ԍ ֲ ≠ ⱬ  

Ὲ ≠ ⱬ ֟ Ҍ≠ ñ  

òȂ ֲҌ Ҋץ ֲ ≠ ⱬ Ҍ≠ ̔ 

1ȁ ֲ ȁ֟ Ⱶ ̆

ֲ ≠ ⱬ Ҍ≠ ̕ 

2ȁ ֲ ҙ ᵝ ֲ ҙ ̆

ֲ ≠ ⱬ Ҍ≠ ̕ 

3ȁ ֲ ȁҒ≠ȁҒ ȁ ȁ

֟ ᶏ Ҍ≠ ̕ 

4ȁ ֲ ѿ ҙ ῀ ≠ ῏ Ҍ

ᶭ ̕ 

5ȁ ֲ ѿ ≠ Һ Ⱶ ץ ̕ 
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6ȁῒז ֲ ≠ ⱬ Ҍ≠ Ȃ 

Ḡ ҹ̆ ֲ ῤ Ⱶ ’ ȁ ≠ ⱬ ̆

ҙ ȁ ֲ ╠ ҙ ∞ ̆ ֲΐ ╠

≠ ⱬȂ 

ѿȁ Ⱶ Һ ⱵḤ ’ 

ӥ ̆ ֲҺ ȁ

̆ ֲ ̔Ὲ ȁ ȁ

̆ ñ֟ץ ò ̆ ֟ ⅞ȁ ’

’ ̕Ὲ Һ ֟ ȁ ᵣ ȁ

ȁ ̆ ῤ └╕ ̆

̆ Һ ̕ ֲ ̆ҙⱵ

Ḡ ̕ ץ ῒז ∞ Ԋ

Ҍ≠ ̆Ὲ ᵣ ’ Ȃ 

2017 1-3 ҙ ῀ ҹ 4,000҆ᾝ 4,400҆ᾝ̆҉ ̂

̃ҹ 3,598.48̓ ᾝ̆ ꜚ ҹ 11.16% 22.27%̕ 2017 1-3

≠ ҹ 887.80҆ᾝ 969.40҆ᾝ̆҉ ̂

̃ҹ 825.52҆ᾝ̆ ꜚ ҹ 7.54% 17.43%Ȃ 
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ѿ   ӈ 

ӥҬ̆ ӈ ̆Ҋ↓ ΐ Ҋ ӈ̔ 

ѿ ӈ 

Ὲ ȁ Ὲ ȁ ᴍῈ

ȁ ֲȁ ≠└  
 ≠└ ᴍ Ὲ  

≠ ȁ Ὲ   ≠└ Ὲ ̆ ֲ╠  

≠  ≠ ҙ Ὲ ̆ ֲ Ὲ  

≠  ≠ Ὲ ̆ ֲ Ὲ  

  
ҙ Ὲ ̆ ҹ ≠ ҙ

Ὲ  

≠   ≠ Ὲ ̆ ֲ Ὲ  

№Ὲ   ≠ ҙ Ὲ №Ὲ  

  Ὲ  

  Ὲ  

  Ὲ  

CPῈ   Consolidated Pharmaceutical ̂HK̃ Limited  

PCGῈ   Prime Capital Group Limited 

  ᴍ Ὲ  

῾ҙ  Ҝ ῾ҙ Ὲ  

  ҉ Ὲ  

  Ὲ  

  Ὲ  

Ⱶ   Ҭ ֲ ῍ Ⱶ  

Ҭ ᴪ  Ҭ ├ ᴪ 

ȁCFDA  Ҭ ֲ ῍  

  Ҭ ֲ ῍ ҍ ᴪ 

Ḥ   Ҭ ֲ ῍ ҙ Ḥ  

Ⱶ   Ҭ ֲ ῍ Ⱶ  

  Ҭ ֲ ῍  

  Ҭ ֲ ῍  

  ⅞ ᴪ 

  
Ҭ ֲ ῍ ̆ ҍ ⅞ ᴪ

ҹ ⅞ ᴪ 

  Ҭ ֲ ῍  

Ḡ   Ҭ ֲ ῍ Ḡ  

  Ҭ ֲ ῍  

FDA  
U.S. Food and Drug Administration̆

 

EMA  The European Medicines Agency̆  
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WHO  World Health Organization̆ҕ  

  

ῒ̆ҹ

ᵝ̆Һ ȇ ȈȁȇҬ

Ȉ ℮̆ ᴰ

ȁ Ḥ ̆ҹ

Ⱶ  

IMS  
IMS Health Inc.̆ ѿ └ Ḡẫ ҙῃ ᾢ

ᶫ ̆ ├֜ ҉ Ὲ  

‰   

֟ ‰ ̆ Ⱶ

‰̆ ‰ ᴆ҉ Ғ

 

  ȇ Ȉ̂ 2012 ̃ 

  

ȇҬ ֲ ῍ ῖȈ̂ 2010 ̃̆῍

ҹ ԅҬ ȁ ȁ └ ῍

4567 ̆ ȇ Ȉֽ Ȃ

̆ ȇ

Ȉ└ ԅ ̆

ᾟ№ ̆ ̆ ȇ

Ȉ Ҭ ľ ⅞

Ŀ ̆ ῏ Ҋ̆

№ ₮ԅľ Ŀ̆ ԅ

└ ȇ Ȉ 

Ḡ   

ȇ Ḡ ȁ ᴴḠ Ḡ

Ȉ̂ 2009 ̃ ῒ ⁞ ȁ

 

Ḡ   

ѿ└ ȁҳ ̆ᶏ ̆

̆ Ҭᴇ ᵞ ̆ᶏ

῀ Ḡ ט ̆

Ḡ Ⱳ ט Ȃ 100%

ᶛ  

ḠӘ   

ᶫҳ ᶏ ȁ ȁ Ҭ

ᴇ ȂӘ ᶛ

ΐᵣ Ҍ  

ȇῈ Ȉ  ȇҬ ֲ ῍ Ὲ Ȉ 

ȇ ├ Ȉ  ȇҬ ֲ ῍ ├ Ȉ 

ȇῈ Ȉ  ȇ ≠└ ᴍ Ὲ Ȉ 

ȇῈ ̂ Ȉ̃  ≠└ ᴍ Ὲ ҉  

қ ᴪȁ Ԋᴪȁ

Ԋᴪ 
 

≠└ ᴍ Ὲ қ ᴪȁ Ԋᴪȁ Ԋ

ᴪ 

Ḡ ȁḠ ֲ̂Һ

ȁ̃ ├ 
 ├ ᴍ Ὲ  

ᴪ ȁ ẫᴪ

 
 ẫᴪ ԊⱵ ̂ ᴩ̃ 
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ֲ   ֤ ԊⱵ  

  2014 ȁ2015 ȁ2016  

A   ֲ ṿҹֲ 1ᾝ  

ȁ   ֲ ᴪῈᴧ  

ᾝȁ҆ᾝ  ֲ ᾝȁ҆ᾝ 

Ғҙ  

GMP  
Good Manufacturing Practicĕ ֟

 

cGMP  
Current Good Manufacturing Practicĕ ꜚ

֟  

SOP  Standard Operation Procedurĕ ‰ᵬҙ  

QA  

Quality Assurancĕ Ḡ ̂ ̃̆ ҹԅ ᶫ

Ḥᴋ ᵣ ̆ ᵣ

Ҭ ῃ ⅞

ꜚ 

ANDA  
Abbreviated New Drug Application̆

 

GSP  Good Supply Practicĕ  

BOM  Bill of Materials̆  

CAPA  

Corrective Action Preventive Action̆

̆ ȁ֟ ȁ ȁẒ ȁ

ȁ ֟ ל

 

CSO  

Contract Sales Organization Ώ̆ ҹ

Ȃ ҹ└ ᴑҙ ᶫ֟

Ⱶ ҙ  

BE  

Bioequivalencĕ ̆ ≠

ץ̆ ⱬꜚף ҹ ̆ ѿ

Ҍ ╕ └╕̆

ᴆҊ ῒ̆ №

ֲᵣ  

CRO  

Contract Research Organization̆ ̆

ҹ└ ᴑҙ

Ҭ ᶫҒҙ Ⱶ ѿ ҙ

 

FDA ‰  

FDA ֜ ᴏ└ ῃ ȁ

̆ cGMP ӊ ̆

ᵖ ԍ ֟ Ғ≠ Ғ ⌠

ԇ ѿ ‰  

  ₡ ӯ̆ Ҋᶏ  

̂OTC̃  
Ғ ҳ ҹ

ץ ӯȁᶏ Ḡ ῃ  
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ᵬ ̆ ȁ

└ ᴍ 

Ҭ ᵣ  
ⱴ └̆ ╠ׅ ѿ ⱴ

Ҭ ֟  

└╕  
ҹ ̆ ╕ȁ ╕ ╕ └ ̆

ץ ᶫ ᶏ  

└╕  
ȁ ץ̆ ΐ ᵣⱳ ȁ

№ └╕ 

Ғ≠   

Ғ≠Ḡ ̆ ̆ ⇔

̆ Ҥ ҳ ץ

‰ ҉  

  
⇔ ̆ № Ҥ

ҳ ץ ‰҉  

ᴏ└   
ҍ ╕ ȁ ῃ ⱬȁ ȁᵬ ץ

҉ ѿ ᴏ└  

  

Ὲ ̆

ӥ ֟ Ҋ ѿ ᴑҙ ֟

ҹ ῤ  

╕  ҍ └ └╕ 

№   Ҭ № ╕ 

׃   Ҭ ╕ 

  ԍ Ҭ ╠ ╕ 

╕  
ⱴ ᾟ ԍ

Ҭ └ └╕ 

  
׃ Ҭ

╕ 

  

└ ̆

ҷ ᾟ └ ╕̆ Ҍ

ԍ ̆ᵖ Ҭ № 

╕  
ҍ └ ҳ̆

ⱴ № ᶫ ᵣ└╕ 

╕  
ҍ └ ΐ ѿ

└╕ 

╕  

ҍ ╕ № ׃ └ ̆ʟ ҳ ╠

└

 

‟ ╕  

‛‟ ̆ ‟ ̆

ᴆҊ̆ ⱴ ᶏ № ̆ Ḡ ‟

̆⁞ ѿ ╕ 

  

└ ῀ ԍ 100 mL ȁ Ҭ̆

Ῥ ⱴ ȁ Ҍ

╕ 

  ѿ ῤ ѿ̆ ֲ Ҭ ᶛ₮
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Ȃ ֲ ẫ №

ѿ Ȃ ԍ ῤ ֲ Ҭ

ᶛֲ / ῤ ֲ  

  ȁ ȁ ‰ 

  

ѿ ԍ Ȃ

Ҭ ₮ ѿ ׃ ̆

ⱴȁ ȁ№ ꜚ

ҳ̕ ҉ ᾟ ȁ ȁ№ ȁ

̆ᶏ ⱬ ⱴȁ

 

ᵣ  

ᵣ Ȃ ᵣ ΐ ѿ

ҩ ̂ ץ ᵬ ѿҩ №

ῃ ҍѿҩ ̃̆

҈ҩᶷ ῒ  

  

ҳ ҉ ԍ ⌠ ᴴ -

̆Һ ᵣ ᵣ ̆ҳ

҉ ᵣ Ӟ Һ  

  
ѿ ̂ ̃ ѿ ̂ ̃

└  

ᶭ׆   

ᶭ׆ ̂Patient compliance/Treatment compliancẽӞ

׆ ȁ ̆ ֲ ȁҍ

ѿ Ȃ 

  

└ȁ ֟ȁ ȁᶏ

ᵝ Ӎ ’ ȁ ᴇ ‗

ӥ  

Ύ  

ᶭ Ύ ֲ ̆ɰ

̆ ҉ ῃ ȁ ȁ

̆ ‗ ῒ

 

֟ ‰ ᴆȁ

֟ ᴆ 
 

‰ ֟ᴑҙ ֟

ᴆ̆ ‰ ↓ ԍ ᴆ

Ҭ 

ҳ   

ᴋᵥ ֲᵣ̂ ֲ ẫ ̃

ץ̆ ᵬ ȁҌ

/ ȁ№ ȁף ̆

ҍ ῃ Ȃ I-IV ҳ

Ȃ ҳ ̆  

‰̆ғ ȇ ҳ

Ȉ 

≢ ̔ ̆ ӥҬ № ҍ ⱴ ⱴӊ ҉ ̆

֓ ԍ ԓ῀ Ȃ
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ԋ    

ֽ ӥῃ ᵬ Ȃ ᵬ₮ ‗ ╠̆

ӥῃ Ȃ 

ѿȁ ֲ қȁ └ֲ ’ 

̂ѿ̃ ֲ ’ 

Ὲ ̔ ≠└ ᴍ Ὲ  

̔Hainan Poly Pharm. Co., Ltd. 

̔1992 7 14 ̂ ᵣ ̔2012 10 31 ̃ 

Ύ ̔ ῌ  

Ύ ̔9,158.8215̓ ᾝ 

ף ֲ̔  

̔ ᴋῈ ᵣ  

̔ῐⱲ ̆ ȁҬ ᵣ └╕ȁҬ ȁ

ȁ ֟ȁ ̆ Ḥ ⱵȂ̂ ѿ Һ ̆

₡ ῏ ‰ ᴆ ̃̂ ᶭ ‰ ̆ ῏ ‰

ꜚȂ̃  

̂ԋ̃ ֲ ’ 

Ὲ 1992 7 14 ≠ ᵣ ᴍ Ὲ ̆

ҹ 2012 10 31 Ȃ ӥ ӊ ̆Ὲ Ύ ҹ

9,158.8215̓ ᾝȂ 

̂҈̃ қȁ └ֲ ’ 

ֲ 46.8750% ᴍ̆ ᾢ ֲ 9.8266%

ᴍ̆ └ ֲ 3.0572% ᴍ̆
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ᾢ ֲ 0.2569% ᴍȂ

ᾢ ῏ ̆ԋֲ └ ֲ 60.0157% ᴍ̆ҹ ֲ └

ֲȂ 

ӥñ ῇ  Ԋȁ Ԋȁ ֲ

ҍ ֲ òӊñѿȁ Ԋȁ Ԋȁ ֲ ҍ ֲ ò׃

ľ ԓ  ֲ ’ĿӊľΈȁ ֲ қȁ └ֲ 5%

Һ҉ץ қ ’ĿȂ 

ԋȁ ֲҺ ҙⱵ  

Ὲ Ғҙ׆Ԋ ȁ ֟ ᴑҙ̆ Ҭ ᴑ

ҙ└╕ ᾢ ᴑҙ ̆ ҹ ҙᴨ ᴑҙȂῈ Һ ֟

ז ҹ ̆ ז ╕ҹ ֟ ñ̆

└ ֟ ò ԋ ñ̆

ז ╕ ֟ҙ ò ҈ ̆ľ ̂

ז ╕̃Ŀ ҙ ᴪ ҹ ҙᴨ ֟ ̆

ז № ז ╕ ñ 28 ῃ Ḥ ᴪò

҉ 2016Ҭ └ . ̂ ≢̃ 2 Ȃ

Ὲ ñ ò ñ ò ҹñ òȂ 

Ὲ ץ FDAȁ EMAȁWHO Ҭ CFDA ῏

֟ ‰ҹ Ҍ̆ ֟ └ ⱬ Ҍ̆

└ ꜚ ֟ ⱬȂῈ ֟ ῤ GMP ̆

ȁ‟ ╕ ֟ FDAȁ EMA WHO ῏ ֟

̂cGMPȁGMP̃ ̆ ֟ EMA GMP

Ȃ2015 6 ̆Ὲ └╕ ֟ Ḥ ҹ └

̂ └╕ ֟ ̃Ȃ2016 12 ̆ ≠ľ ‰

ᾙ ֟ - ֟└╕֟ 15ַ / / / ֟ Ҭ Ŀ

Ḥ ῀ 2016 ҙ ̂Ҭ └ 2025̃ ⅞Ȃ 

Ὲ └╕ ȁ └╕ └╕
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ү Ữ ȂῈ Ғ≠ 47 ̆ῒҬ Ғ≠ 44 ̆

73ҩ ֟ ‰ ῒ̆Ҭ 60ҩ└╕ ֟ ‰ ̂ ῤ 48

ҩ̆ FDA 1ҩ̆ ῌ 3ҩ̆ 1ҩ̆

1ҩ̆WHO 1ҩ̆ ῤҬ 5ҩ̃̆10ҩ

֟ ‰ ̆3 ҩ ֟ ‰ Ȃ ╠̆Ὲ ֟ Ҭ 27 ҩ

↓῀ȇ Ḡ Ȉ̂ 14ҩ̆Ә 13ҩ̃̆10ҩ

↓῀ № ȇ Ḡ Ȉ̕11 ҩ ↓῀ȇ

Ȉ̆10ҩ ↓῀ № ȇ ȈȂ 

ѿ Ԋᴪ ҂ ᴪ 2015 ѿ ҳ қ ᴪ‗ ̆Ὲ

ᴪῈᴧῈ ֲ Ҍ 3,052.9405҆ Ȃ תּ

῀ ֟└╕֟ 15 ַ / / ֟ Ҭ

ȁ ‰ ╕ ֟ ̆ תּ ≠ԍ

Ὲ ֟ Ҍ ȁᾟ№≠ ᴨל ̆ ҙⱵ ̆

≠ ⱬ̆ ≠ԍῈ ≠ ῤ ̆ ҍ Ԉ̆ Ὲ

Ԉ ⱬȂ 

҈ȁ ֲ Һ Ⱶ Һ Ⱶ  

ẫᴪ ₮ΐ ẫ Ȑ2017ȑ118 ȇ Ȉ̆ Ὲ 2014 ȁ

2015 ȁ2016 Һ Ⱶ Ⱶ Ҋ̔ 

̂ѿ̃ ֟ ṽ Һ  

ᵝ̔ᾝ 

   2016.12.31 2015.12.31 2014.12.31 

֟  439,721,630.51 366,855,962.31 355,705,071.68 

ṽ  132,600,828.60 111,196,063.84 134,261,218.40 

 307,120,801.91 255,659,898.47 221,443,853.28 

ῒҬ̔ ԍ Ὲ

 
307,120,801.91 255,659,898.47 221,443,853.28 

̂ԋ̃ ≠ Һ  

ᵝ̔ᾝ 

   2016  2015  2014  
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ҙ ῀ 248,009,195.81 202,822,750.76 164,562,185.27 

ҙ≠  73,330,346.18 54,122,266.93 39,702,055.15 

≠  81,111,084.20 56,961,443.72 43,572,986.89 

≠  69,778,546.44 50,701,923.89 36,665,190.60 

ῒҬ̔ ԍ Ὲ

қ ≠  
69,778,546.44 50,701,923.89 36,665,190.60 

̂҈̃ Һ  

ᵝ̔ᾝ 

   2016  2015  2014  

ꜚ֟

  
55,529,916.13  58,137,746.69 56,600,462.78 

ꜚ֟

  
-38,395,238.47 -55,234,824.82 -7,516,578.11 

ꜚ֟

  
-12,496,075.84 -51,777,330.52 38,467,741.75 

ᴇ 

ⱴ  
4,638,601.82 -48,874,408.65 87,551,626.42 

̂ ̃Һ Ⱶ  

Ⱶ  
2016  

̂2016.12.31̃  

2015  

̂2015.12.31̃  

2014  

̂2014.12.31̃  

ꜚ ̂Ṑ̃ 3.33 2.46 1.76 

ꜚ ̂Ṑ̃ 2.77 1.75 1.41 

֟ ṽ ̂ Ὲ ̃ 24.17% 17.57% 23.04% 

֟ ṽ ̂ ̃ 30.16% 30.31% 37.75% 

̂ ̃ 8.99 7.72 5.26 

̂ ̃ 3.08 2.46 1.97 

╠≠

̂҆ᾝ̃ 
9,361.11 6,999.95 5,522.32 

≠ Ḡ Ṑ  117.34 567.33 - 

ꜚ֟

̂ᾝ/ ̃ 
0.61 0.63 0.62 

 ̂ᾝ/  ̃ 0.05 -0.53 0.96 

֟̂ ᶏ

ȁ Ῑ

̃  ֟

ᶛ 

0.77% 0.56% 0.40% 

̂ᾝ/ ̃ 0.76 0.55 0.40 

̂ᾝ/ ̃ 
0.67 0.50 0.34 
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̂ᾝ/ ̃ 0.76 0.55 0.40 

̂ᾝ/ ̃ 
0.67 0.50 0.34 

 ֟ ̂%̃ 25.21 21.25 17.46 



֟ ̂%̃ 
22.05 19.09 15.06 

ȁּת  

Ὲ 2015 ѿ ҳ қ ᴪ ̆ תּ ԍץҊ  ̔

ᵝ̔҆ᾝ 

 
 

 

תּ

῀

 

תּ 

 Һᵣ   

1 

֟└╕֟

15ַ / /

֟

Ҭ  

36,958.94 33,677.65 21,435.286345 
≠ 

2  
ᵩ

[2015]7  

2 

‰

╕ ֟

 

20,206.12 20,206.12 10,000.000000 
≠

└  
2  

[2015]14  

 57,165.06 53,883.77 31,435.286345 - - - 

תּ ⌠ᵝ╠ Ὲ̆ ’̆ ץ ṽ

̆ᾢ ῀Ȃ תּ ⌠ᵝ ̆Ῥԇץ Ȃּת

Ҍ ̆Ҍ № Ὲ ‗Ȃ
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҈   ’ 

ѿȁ ’ 

̂ѿ̃ ̔ ֲ ̂A ̃ 

̂ԋ̃ ṿ̔ ֲ 1.00ᾝ 

̂҈̃ ᶛ̔ 

Ὲ Ҍ 3,052.9405̓ ̆ῃ ҹῈ Ὲ

̆Ҍ Ὲ қῈ ᴍȂ ץ

Ҭ ᴪ ‰ ҹ‰Ȃ 

̔ Ҍ 3,052.9405̓  

̂ ̃ ᴇ ̔ 11.49ᾝ 

̂ԓ̃ ̔ 
22.99Ṑ̂ ╠ѿ

╠ ᵞ ≠ ץ  ̃

̂Έ̃ ╠  ֟̔ 
3.35ᾝ̂ 2016 12 31  ֟

ץ ╠ ̃ 

̂҂̃  ֟̔ 
6.47ᾝ̂ 2016 12 31  ֟̆

ⱴ҉ תּ  ̆ ץ ̃ 

̂ῇ̃  ̔ 1.78Ṑ̂ ᴇ ץ  ֟ ̃ 

̂Ӝ̃ ̔ 
Ҋ ᴇ ᴇ ҉ ṿ

Ҭ ᴪ ῒז  

̂ ̃ ̔ 

ᴇ ├֜ A қ

ȁ ȇ⇔ҙ Ȉ

Ҭ ֲ ῍ ῤ ֲ ֲ ̂Ҭ ֲ

῍ ̃ Ҭ ᴪ ῒז

 

̂ ѿ̃ ̔ Һ ᵩ  

̂ ԋ̃Ὲ תּ ̔ 
תּ 35,078.286345̓ ᾝ̆

31,435.286345̓ ᾝ  

̂ ҈̃  3,643.00̓ ᾝ 

ῒҬ̔ Ḡ ̔ 2,500.00̓ ᾝ 

̔ 538.00҆ᾝ 

̔ 205.00҆ᾝ 

ҍ ῏

Ḥ ̔ 
400.00҆ᾝ 

ԋȁ ῏ ’ 

̂ѿ̃Ḡ ֲ̂Һ ̃̔ ├ ᴍ Ὲ  

ᵟ ̔҉ қ 689  
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ף ֲ̔  

̔021-2321 9000 

ᴰ ̔021-6341 1627 

Ḡ ף ֲ̔ ȁ қ 

ֲ̔ ȁ ȁ ȁ ȁ ȁ  

̂ԋ̃ ԊⱵ ̔ ֤ ԊⱵ  

ᵟ ̔ ֤ 19 ₣ B 12  

ֲ̔ Ҽ 

̔0571-8650 8080 

ᴰ ̔0571-8735 7755 

Ⱳ ̔ ȁ ȁ´שּׂ Ҽ  

̂҈̃ᴪ ԊⱵ ̔ ẫᴪ ԊⱵ ̂ ᴩ̃ 

ᵟ ̔ 128 Ⱶ  

ᴪ ԊⱵ ֲ̔ ᾢ 

̔0571-8821 6888 

ᴰ ̔0571-8821 6999 

Ⱳ Ύᴪ ̔ ȁ  

̂ ̃ ֟ ᵀ ̔ ֤ ֒Ԋ ֟ ᵀԊⱵ ̂ ᴩ  ̃

ᵟ ̔ ֤ ῤ 6 A  

֟ ᵀ ֲ̔ ῃ  

̔010-8354 9216 

ᴰ ̔010-8345 9215 
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Ⱳ Ύ ֟ ᵀ ̔ ȁ ȁ  

̂ԓ̃ ̔Ҭ ├ ᴋῈ №Ὲ  

̔ Ҭ 1093 ҬḤ 18  

̔0755-2593 8000 

ᴰ ̔0755-2598 8122 

̂Έ̃ ̂Ḡ ̃̔ ҉ №  

̔ ├ ᴍ Ὲ  

̔010900120510531 

̂҂̃ ҉ ├֜ ̔ ├֜  

̔ 2012  

̔0755-8866 8279 

ᴰ ̔0755-8208 3295 

҈ȁ ῏ ֲ ӊ ≠ ῏  

ֲҍ ῏ Ҭ׃ ῒ ֲȁ ֲ Ⱳֲ ӊ

Ҍ ῏ ῒז ῏ Ȃ 

ȁ ҉  

ᴇ ̔ 2017 3 8 ~2017 3 9  

℮ Ὲ ̔ 2017 3 13  

̔ 2017 3 14  

̔ 2017 3 16  

҉ ̔ ├֜ ֜  
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ᴇ ֲ Ὲ ̆ ӥ ᶫ ῒז

̆ Ҋ ȂҊ ↕

‗ ̆ Ҍ ᴪᶭ Ȃ 

ѿȁ ᴇ Ҋ  

₮ ȇ῏ԍ ᴇ

Ȉ̆ ׆ 2015 6 1 № ᴇ̆

ѿ ׅ ₮ ᴇ ᴇ ̆

ῒז ᴇ ԇץ Ҍ̆Ῥ ᴇ ̆ № ↕̆

Ҍ ᴇ Ȃ2015 6 ╠̆ ᴇ

̆ ῀ȇ Ḡ ᴴḠ Ȉ

№ ᴇ̆ № ᴆ ‰ ᴇ̆ ↓῀ ᴇ

Һ ᴇȂ 

╠̆Ὲ ֟ Ҭ 27 ҩ ↓῀ȇ Ḡ Ȉ̂ 14

ҩ̆Ә 13ҩ̃̆ 10ҩ ↓῀ № ȇ Ḡ Ȉ̕ 11ҩ

↓῀ȇ Ȉ̆ 10ҩ ↓῀ № ȇ

ȈȂȇ῏ԍ ᴇ Ȉ₮ ̆҉

ᴇ̆֜ ᴇ Һ Ԉ ̆ ᴇ Ὲ ᴇ ѿ

Ҍ ̆ ̆ Ὲ ֟ ᵣ└ ̆

֟ Ԉⱴ▲̆ Ὲ ֟ ᴇ Ҋ ̆ Ὲ ≠ ⱬ

Ҍ≠ Ȃ 

ԋȁ֟  

ȇ Ҭ ᵬ Ȉȁȇ Ҭ Ⱳ Ȉ

῏ ̆ ץ ҹҺ ץ̆ ȁ ȁ ҹ ᵝ Ҭ

̆ ѿ ȁ ѿ ѿ Ȃ ȁ ץ

҉ֲ ȁ ᴑҙ̂ ᴑҙ̃ ҽⱲ ≠ ⱴ
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Ҭ Ȃ Ҭ ֟ᴑҙ ҍ Ȃ 

ֲҺ Ԋ׆ ȁ ֟ ̆Һ ֟ ⱴ ȁ ȁ

Ҭ ̆ Ҭ ӊ ҍ ̆

Ȃ Ὲ ֟ Ҭ

Ҭ Ҭ ᴇ Ҋ ̆ ֲ ῏֟ ῀ ’Ȃ 

҈ȁѿ ᴇ Ύ  

2016 3 5 ̆ Ⱶ ⱲῈ ȇ῏ԍ ᴏ└ ѿ

ᴇ Ȉ Ⱳ Ȑ2016ȑ8 ̆ ₮̔ Ύ№ ╠ ‰҉

ᴏ└ ₄̆ ҍ ѿ ↕ ̆ ѿ

ᴇ̕ ̂2012 ̃Ҭ 2007 10 1 ╠ ‰҉

ᴏ└ ᵣ└╕̆ 2018 ╠ ѿ ᴇ̆ῒҬ ҳ

̆ 2021 ╠ ѿ ᴇ̆

̆ҌԇῬ Ύ̕ Ύ№ ╠ ‰҉ ῒזᴏ└ ̆

ѿ ᴇ ῒ̆ז ֟ᴑҙ ↕҉ 3 ῤ ѿ

ᴇ̆ ̆ҌԇῬ Ύ̕ ѿ ᴇ ֟ᴑҙ

⌠ 3 ҉ץ ̆ Ҭ ҌῬ ѿ ᴇ Ȃ 

Ὲ ľ Ŀ ѿ ᴇ ᵬ̆ № ᵣ└╕Ҍ

ѿ ᴇ̆ ֓ Ύ Ӟ̆ Ὲ

̆ᴪ Ὲ ֟ Ҍ≠ Ȃ 

ȁľң └Ŀ  

2016 4 21 ̆ Ⱶ ⱲῈ ȇ Ⱶ ⱲῈ ῏ԍ

ᵣ└ 2016 ᵬᴋⱵ Ȉ̂ Ⱳ Ȑ2016ȑ26 ̃̆ ľᴨ

̆ ̆ ᴍ ῃ ῤ ľң └Ŀ̆

꞉Ὲ ľң └Ŀ̆ ꞉ ҍ ֟ᴑҙ

ȁ ֟ᴑҙҍ ᴑҙ ̆ Ҭ ̆

ᵞ ᴇ ȂĿ2016 11 8 ̆Ҭ῍Ҭ ⱲῈ ȁ Ⱶ ⱲῈ ԅȇ

Ⱶ ᵣ└ ῏ԍ ѿ ᵣ└
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Ȉ̆ Ὲ ľң └Ŀ̆ ꞉ῒז

ľң └Ŀ̆ ⁞ Ҭ ̆ ᴑҙ Ҭ Ȃ

ӥ ̆ ȁ ȁ ȁ ȁ ԓ ῏

ᴆ̆ Ȃ 

Ὲ Ҍ ľң └Ŀ ̆ Ὲ

Ҍ≠ ̆ Ὲ ҙ Ȃ 

ԓȁľ ҳ ᵬĿ Ύ

 

2015 7 22 ̆ ȇ ῏ԍ

ҳ ᵬ Ὲ Ȉ̂ 2015 117 ̃̆ Ὲ

ӊ ̆ Ύ ֲ̆ ȇ ҳ

Ȉ ῏ ̆ ҳ ̆ ֟

Ύ ҳ ’ ̆ Ḡҳ ȁ ̆

῏ Ḡ Ȃ 

Ὲ Ҍ Ὲ ̆ ֲ └ ̆

̆ Ὲ Ύ Ȃ 

ΈȁҺ ᶫ ᴇ ꜚ  

Ὲ Һ ֟ ȁ ȁ Ȃ ҉

֟ ᴧ ̆ Ԉᾟ№̆ ᾟ ̆ᵖ ҙ ȁ ȁ

ᶫ ῏ ̆ ᶫ ᴇ ꜚ̆ ѿ

҉ Ὲ ≠ Ȃ 

҂ȁ  

ᵬҹѿ ̆ ῏ ⌠ֲ ẫ ̆ῒ֟ ῒ Ȃ

֟ ȁ ᶏῈ ֟ Ȃ ȁ

֟ ֟ȁ Ữ ₮ ̆ ᶏ֟ ȁ ̆

׆ ֟ ̆ Ԋ Ȃ Ὲ ֟ ̆
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Ὲ ֟ Ҍ≠ Ȃ 

ῇȁ ֟  

ԍ ׆ └ȁҳ ⌠ ֟ ȁ ȁ ῀ ̆

ҙ ֟ ȂῈ ῀ ֟ Ԉ

Ҍ ̆ Ὲ ֟ ѿ Ȃ 

Ὲ ֟ ̆ Ȃ Ὲ

֟ Ҍ Ҍ ̆ Ԉȁ ȁ

└ Ҍ≠ ̆ Ὲ ≠ ֟ ѿ Ȃ 

Ӝȁ ֲ  

Ὲ ֟ ֲ Ὲ Ԉⱬ №̆

Ӟ Ὲ ץ ῏ Ȃ ֲ ᴝ ̆ Ҍ

ᴨ ֲ ⱴ ̆̓͂ ⌠Ὲ Ḡ ҙῤ ᾢᴨל ץ̆

֟ ӄ Ȃ Ὲ ῏ ֲ └ Ҍ⌠

̆ Ὲ ֲ ̆ Ὲ Ԉ ⱬ

≠ ⱬ Ҍ≠ Ȃ 

ȁ  

ȁ ȁ Ⱶ

Ⱶ ȇ ᴑҙ ᴪ῏ԍ Ḥ Ὲ 15

ᴑҙ 2012 ᴑҙ Ȉ̂ [2012]136 ̃̆ Ὲ

ᴑҙ ̆ 2012 ֣ 15% ᴨ ̆ ҹ҈ Ȃ 

ȁ ȁ Ⱶ

Ⱶ ȇ῏ԍ ѿ ט Ὲ 44 ᴑҙ 2015 ᴑҙ

Ȉ̂ [2015]166 ̃̆ Ὲ ԍ2015 ҹ ᴑҙ̆

2015 ֣ 15% ᴨ ̆ ҹ҈ Ȃ 

ԍ ᴑҙ ҈ ѿ ̆ ץ Ὲ Ҍ ҹ

ᴑҙȁҌ ֣ ᴨ Ȃ ₮ ’̆Ὲ 25%
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ᴑҙ ׆̆ ≠ ⌠ѿ Ȃ 

ѿȁ ֟ Ҋ  

2014 ȁ2015 2016 ̆ ֲ ԍῈ

қ ≠ ⱴ  ֟ №≢ҹ15.06%ȁ19.09% 22.05%Ȃ 

תּ ⌠ᵝ ̆ ῤ ֲ ֟ ̆ תּ

ѿ ̆ ᴪ ᵣ ̆  ֟ ᴪ

ῤ₮ ѿ Ҋ Ȃ 

ԋȁ ҉  

Ὲ Һ ֟ ̆ Ҋ̆

Ҭ ֟ ᴰ ȁ׃ Ὲ̆

ῒ ᴰ̆ ⱴ ᴪ ̕ Ҋ̆ ȁ

Ὲ ҙⱵ ̆ ̆

Һ ҍ ⱵȂ 

ῤ̆Ὲ №≢ҹ 4,649.79̓ ᾝȁ5,483.94̓ ᾝ 6,472.14҆

ᾝ̆ ҙ ῀ ᶛ№≢ҹ 28.26%ȁ27.04% 26.10%Ȃ Ὲ ֟ ҉

ᶛ ⱴ̆ ֟ ⱬ ̆ ҉ Ȃ 

҈ȁ Ḡ  

Ὲ └ ᴑҙ̆ ԍ Ḡ ҙȂ Ḡ

̆ └ ԅ Ҥ Ḡ ‰ ̆ ȇ└ ҙ

‰Ȉ ԍ 2010 7 1 ῃ ̆ ḱ ȇ Ḡ Ȉ ԍ 2015

1 1 Ȃ ̆ ѿ

Ḡ ̆ ᶏῈ ט Ḡ ̆ Ὲ ҙ ≠

֟ ѿ Ȃ 

ȁּת  

Ὲ תּ ԅᾟ№ ̆p ₮ תּ
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Ҍ ⌠ᵝȁ Ҍ ⅞ ȁ Ҍ≠ ȁ

Ҍⱬ ₮ ’̆ תּ Ȃ 

֟ᴑҙ GMP ̆ Ὲ תּ

Ҍ ≠ GMP ̆↕ תּ Ҍ ֟ȂῈ

תּ GMP Ȃ 

Ὲ ľ ‰ ╕ ֟ Ŀ ᵝԍ ῤ ╕ Ȃ

ӥ ̆ Ύ FDA

‰̆ ῤᴨᾢ ̆ ╠ Ҭ̕

ȁ ῌȁ ֟ ҉ ̆ ANDA ̆

̆ ԍ ֟ ҉ ῤᴨᾢ ̆ ╠

Ҭ̕ Ә ȁ ῌ ֟ ҉ ̆

ῤҳ ᴆ̕ ̆ ᴆ̆ ῤ Ύ ᴨᾢ

Ȃ 

Ὲ ֟╠ ῤ Ύ̆

Ύ ᴪ תּ Ȃ 

ԓȁּת ֟ Ὲ ≠

ⱬ  

תּ ֟ Ὲ̆ ֟ ̆ ֟

ⱴȂ ԍ ֟ ȁ ̆ תּ

Ҍ ≠ ֟̆ ֟ ῏֟ ̆

Ὲ ҳ ⱴ Ҍ Ȃ 

Έȁ қ └  

╠̆Ὲ қȁ └ֲ ȁ

└Ὲ 60.0157% ᴍ̆ ԍ ᵝ̆ ᴋῈ

Ԋ ȁ Ȃ қȁ └ֲ ᴪ ᶏ ‗ Ὲ

₮ȁֲԊᴋᾧȁ Ԋ ⱴ ׆̆ Ὲ ‗
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̆ Ὲ ‗ Ẓ Ҭ қ ᶃ≠ Ȃ 

҂ȁ ֟  

ῤ̆Ὲ Ḡ ԅ ל ̆ ҙⱵ Ҍ Ȃ

Ὲ ⱳ ҉ Ὲ̆ ֟ ⱴ Ὲ̆ ֲ Ӟ

ᾟ̆Ὲ ̆ ֓ Ὲ ₮ Ȃ

Ὲ ᴑҙ ԅѿ ̆p Ҍ

ᵣ ץ̆ Ὲ ҙⱵ ̆

Ȃ 

ῇȁ ҙ ῀ ᶭ  

2014 ȁ2015 2016 ̆Ὲ ҙ ῀ №≢ҹ 446.63҆ᾝȁ

353.57҆ᾝ 835.84҆ᾝ̆ῒҬ ꜛ №≢ҹ 446.61҆ᾝȁ320.24҆ᾝ

808.99҆ᾝȂ ῤῈ ҙ ץ῀ ꜛҹҺ̆ ҙ ῀№≢

≠ 10.25%ȁ6.21% 10.30%̆ ҙ ῀ ≠ ᶛ ᵞ̆

ῤῈ ҙ ῀Ҍ ᶭ Ȃp ῏ Ὲ̆

ҙⱵ Ὲ Ҍ ֣ ῏ ꜛ̆ Ὲ ҙ ѿ Ȃ 

Ӝȁ ≠ Ҋ  

Ὲ ҙҹ └ ҙ̆ ҙҍֲױ ẫ ῃ ῏̆

ԍ ֟ҙ̆‰῀ ̆ ԍ ֟ᴑҙ ‰῀ȁ

Ύȁ Ҥ ̆ ֲ ȁ ῀ȁ ֟ Ȃ

ᵣ ̆ └ ҙ ≠ Ȃ ῤ̆Ὲ ≠

2̆014 ȁ2015 2016 №≢ҹ 73.06%ȁ74.54% 76.75%Ȃ

ֲ ≠ ꜚ ̆ Ԉⱴ▲ȁ ҙ ȁ

ֲ ҉ ̆ ῏ Ҍ≠ ̆↕ ֲ ≠ Ҋ Ȃ 
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ԓ   ֲ ’ 

ѿȁ ֲ ’ 

Ὲ Ҭ ̔ ≠└ ᴍ Ὲ  

Ὲ ̔Hainan Poly Pharm Co, Ltd 

Ύ ̔9,158.8215̓ ᾝ 

ף ֲ̔  

̔1992 7 14  

̔2012 10 31  

Ὲ ᵟ ̔ ῌ  

̔571127 

̔0898-66661090 

ᴰ    ̔0898-65710369 

ԑ ̔http://www.hnpoly.com/ 

̔securities@hnpoly.com 

Ὲ Ḥ ῏ ԊᴪⱲῈ ̆ ֲҹῈ

Ԋȁ◐ ȁ Ԋᴪ ӥ ᾢ Ȃ 

ԋȁ ֲ ’  

Ὲ ≠ ᶭ ᵣ ᴍ Ὲ Ȃ 

̂ѿ̃ ≠ ’ 

≠ ԍ 1992 7 14 ̆ ֲ ₮ΐ

[1992]138 ȇҬ ᴑҙ ‰ ӥȈ ‰ Ҭ ᴑҙ̆

Ύ 300҆ᾝȂ1994 3 23 ̆ ֤ᴪ ԊⱵ ₮ΐ̂1994̃

mailto:securities@hnpoly.com
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ᴪ 066 ȇ Ȉ̆ ≠ ⌠ῃᵣ қ Ύ

300҆ᾝ̆ қ ץ ₮ Ȃ 

1992 7 14 ̆ ≠ Ύ ҹñ ᴑ

192811 ò ȇᴑҙ ֲ ҙ ȈȂ ≠ Ҋ̔ 

 қ  
₮

̂҆ᾝ̃ 

₮  

̂҆ᾝ̃ 

₮ ᶛ

̂%̃ 

1 ҳ  225 225 75.00 

2 ⱴ ҙ Ὲ  75 75 25.00 

 300 300 100.00 

̂ԋ̃ ≠└ ’ 

2012 7 10 ≠ қᴪ‗ ̆ ץ 2012 4 30 ҹ

└ ‰ ̆ ≠ қҹ ֲ̆ ≠└ ᴋῈ ᵣ

ҹ ᴍ Ὲ ̆ ҹ ≠└ ᴍ Ὲ Ȃ ̆Ὲ қ

ȇ ֲ ӥȈȂ 

2012 10 29 ̆ Ⱶ ₮ΐñ Ⱶ [2012]158 òȇ

Ⱶ ῏ԍ ≠└ Ὲ ҹ ᴍῈ Ȉ̆

ᵣ Ԋ Ȃ 

2012 10 30 ̆Ὲ ⇔ ᴪ ѿ қ ᴪ̆ῃᵣ қѿ

≠ ᵣ ҹ ᴍῈ ̆ ץ ẫᴪ ₮ΐ ñ ẫ [2012]5495

òȇ Ȉ 2012 4 30 ≠  ֟ 189,412,583.78

ᾝҹ ᶭ ̆ ╠  ֟ Ҭ 90,588,215ᾝ ҹ ᴍῈ

90,588,215 ̆ ṿ 1ᾝ̆▼ᵩ  ֟ 98,824,368.78ᾝ ῀ Ὲ Ȃ

̆ ẫᴪ ԊⱵ ֲ₮ ԅ ̆ ₮ΐԅñ ẫ [2012]341 ò

ȇ Ȉ̆ ₮ΐ ̆Ὲ ⌠ῃᵣ қץῒ ≠

2012 4 30  ֟ 90,588,215ᾝȂ 

2012 10 31 ̆Ὲ ̆ ԅ Ύ

ҹ 460000000140801 ᴑҙ ֲ ҙ Ȃ ≠└ Ҋ  ̔

 қ /  ̂  ̃ ᶛ̂%̃ 

1  42,932,000 47.3925 
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2 CPῈ  21,411,756 23.6364 

3  9,000,000 9.9351 

4 PCGῈ  7,529,404 8.3117 

5  2,800,000 3.0909 

6  1,450,000 1.6006 

7  941,200 1.0390 

8 Ҭ 900,000 0.9935 

9  802,000 0.8853 

10 ╠ 550,000 0.6071 

11 –Ҹ  470,565 0.5195 

12    400,000 0.4416 

13    300,000 0.3312 

14    300,000 0.3312 

15  300,000 0.3312 

16  235,290 0.2597 

17  116,000 0.1281 

18   ᾠ 100,000 0.1104 

19 ᵯ₀ 50,000 0.0552 

 90,588,215 100.0000 

҈ȁ ֲ ֟ ’ 

ֲ ץ ֟ ’Ȃ 
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ȁ ֲ  

PCG

Ὲ ῾
ҙ

Ҭ
11

ֲ

≠└ ᴍ Ὲ

≠ ≠

46.88% 23.38%9.83% 8.22% 3.06% 1.58% 1.09% 1.03%0.26% 4.69%

100% 100%

CP

Ὲ

90.00% 90.00%

№
Ὲ

75.00%

25.00%

100.00%

33.2674%

≠ 66.45%

100.00%

 

ԓȁ ֲ Ὲ Ὲ ’ 

̂ѿ̃ ֲ Ὲ  

ӥ Ὲ̆ ≠ȁ ≠ 2 ῃ Ὲ

≠ 1 Ὲ Ȃΐᵣ ’ Ҋ̔ 

1ȁ ≠ 

Ὲ  ≠ ҙ Ὲ  

ѿ ᴪḤ ף  91330110751732069J 

 2003 8 13  

Ύ  4,000̓ ᾝ 

 4,000̓ ᾝ 

ף ֲ  

ᵟ Һ ֟

 
ᵩ 3 208Cȁ210C 
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қ  ֲ 100%  

Һ ҙⱵ  

ҍ ֲҺ ҙⱵ

῏  
ֲ № ̆ ֲ ֟ ֟ Ȃ 

Һ Ⱶ  

̂ ᵝ̔҆ᾝ̃ 

/  ֟  ֟ ≠  

2016.12.31/2016  24,200.31 467.37 -285.28 

̔ Ⱶ ẫᴪ Ȃ 

2ȁ ≠ 

Ὲ  ≠ Ὲ  

ѿ ᴪḤ ף  913301087210665528 

 2000 4 20  

Ύ  200̓ ᾝ 

 200̓ ᾝ 

ף ֲ  

ᵟ Һ ֟

 
ῐ 1509 1003  

қ  ֲ 100%  

Һ ҙⱵ  

ҍ ֲҺ ҙⱵ

῏  
ֲ №  

Һ Ⱶ  

̂ ᵝ̔҆ᾝ̃ 

/  ֟  ֟ ≠  

2016.12.31/2016  59.95 -1,501.68 -32.19 

̔ Ⱶ ẫᴪ Ȃ 

3ȁ ≠  

Ὲ  ≠ Ὲ  

ѿ ᴪḤ ף  91460100MA5RC3RW85 

 2015 10 21  

Ύ  6,020̓ ᾝ 

 6,020̓ ᾝ 

ף ֲ  

ᵟ Һ ֟

 
ῌ  

қ  ֲ 66.45% ̆ Ὲ 33.55%  

Һ ҙⱵ 
̕ ̕ ȁ ȁ

⅞ ̕ ȁ Ⱶ 

ҍ ֲҺ ҙⱵ

῏  
ֲ №  

Һ Ⱶ  

̂ ᵝ̔҆ᾝ̃ 

/  ֟  ֟ ≠  

2016.12.31/2016  6,042.45 6,011.01 -5.71 

̔ Ⱶ ẫᴪ Ȃ 

̂ԋ̃ ֲ Ὲ  

ӥ ӊ ̆ ֲ Ὲ Ȃ 
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Έȁ ֲ қȁ └ֲ Һ҉ץ5% қ

’ 

̂ѿ̃ қȁ └ֲ ’ 

ֲ 46.8750% ᴍ̆ ᾢ ֲ 9.8266%

ᴍ̆ └ ֲ 3.0572% ᴍ̆

ᾢ ֲ 0.2569% ᴍȂ

ᾢ ῏ ̆ԋֲ └ ֲ 60.0157% ᴍ̆ҹ ֲ └

ֲȂ 

̆ ̆Ҭ ̆ ӄ ̆ ᴍ ̔

33010219611023****Ȃ ӥñ ῇ  Ԋȁ Ԋȁ

ֲ ҍῈ òӊñѿȁ Ԋȁ Ԋȁ ֲ ҍ ֲ

 òȂ׃

̆ ̆Ҭ ̆ ӄ ̆ ᴍ ̔

31010719541120****Ȃ1977 2 1990 12 ̆ᴋ҉ ̕

1991 1 1995 1 ̆ᴋ Ὲ ̕1995 2

2002 1 ̆ᴋ ≠ ◐ ̕2002 2 2008 12 ̆ᴋ ≠

̕2009 1 2015 10 ̆ᴋ ≠ⱲῈ ◐Һᴋ̕2009 1

ׂᴋ Ԋȁ ̕2015 7 ׂᴋ ȁ

̕2016 7 ׂᴋ ≠└ ⱲῈ ◐Һᴋ̕2016 8 30 ׂ̆

ᴋ Ȃ 

̂ԋ̃ῒז ֲ ҉ץ5% ᴍ Һ қ ’ 

ӥ ̆ ֲ қȁ └ֲ ȁ

̆ ҉ץ5% қҹ CPῈ PCGῈ ̆ң Ὲ №≢

ֲ 23.3783% 8.2209% ᴍȂ 

1ȁCPῈ ’ 

CPῈ ԍ 2008 9 11 ̆ Ύ ҹ Ҭ Ҭ 133
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Ḥ 6 606 ̆ Ὲ Ύ ȇῈ Ύ ӥȈ̂ ҹ

1272293̃ ҙ ȇ ҙ Ȉ̂ ҹ

39789275-000-09-14-6̃̆ ᴋ Ԋҹ ȁHSU WILLIAM SHANG WÎ Ȃ̃

CPῈ Ὲ 23.3783% ̆ ╠Һ ҙⱵҹ Ȃ 

CPῈ ῃ Consolidated Pharmaceutical Limited ̆CPῈ

’ Ҋ̔ 

ᴍ ≢ ᵝ 
 

ṿ 

ᴍ  

̂ ̃ 

ᴍ

ṿ 

ᴍ

ṿ 

  10,000 1 1 1 

Consolidated Pharmaceutical Limited ԍ 2010 7 19 ̆ Ύ

100 ᾝ̆ ̔Kingston Chambers, P.O. Box 173, Road Town, Tortola, 

British Virgin Islands̆ Ύ 1̔596075̆ CDH Venture Partners II, L.P.̂

ԋ ̃ ῒῃ Ȃ 

CDH Venture Partners II, L.P.̓̀ 69ᵝ ᴩֲ̆ῒҬ CDH Venture GP II 

Company Limited̂ Caymañ ᵬҹ ᴩֲ ῒ 0.20% ᴩᴍ Ȃ 

China Venture Team II, L.P.̂BVĨ CDH Venture GP II Company Limited

̂Caymañ 67%ᴍ ̆ҹῒ қȂChina Venture Team II, L.P̂BVĨ

ᴩֲҹ China Venture Team Company Limited̂BVI Ȃ̃ 

HSU WILLIAM SHANG WÎ ̃ China Venture Team Company 

Limited̂BVĨ49.93%ᴍ ̆ҹῒ ѿ қȂHSU WILLIAM SHANG WI

̂ ̃ Ҋ̔HSU WILLIAM SHANG WÎ ̃̆ ̆ⱴ ̆

ᴆ ̔GA2855**Ȃᵟ ̔ ֤ ӈ Ȃ2007 ׂ̆ ᴋ ⇔

ᴩֲȁ Ԋ ȁ ֲȂ 

2ȁPCGῈ ’ 

PCGῈ ԍ 2009 6 4 ̆ Ύ ҹ 18

ҙ 13 1306 ̆ Ὲ Ύ ȇῈ Ύ ӥȈ̂

ҹ 1343031̃ ҙ ȇ ҙ Ȉ̂ ҹ

50752970-000-06-15-7̃̆ ᴋ Ԋҹ ̂Kang Wooñȁ ῐ ̂Zhong XinghuãȂ
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PCG Ὲ 8.2209% ̆ ╠Һ ҙⱵҹ Ȃ 

PCGῈ ῃ Prime Healthcare Investment Limited ̆ ’

Ҋ̔ 

ᴍ ≢ ᵝ 
ᴍ  

̂ ̃ 

ᴍ

 

ᴍ ᵬ

 

  10,000 10,000 10,000 

 ᾝ 100,000 100,000 100,000 

ӥ₮ΐ ̆Stellar Ray Limited Prime Healthcare 

Investment Limited 51.90%ᴍ ̆ҹῒ қȂ 

Shining Capital Holdings L.P. Stellar Ray Limitedῃ ȂShining 

Capital Management Limitedҹ Shining Capital Holdings L.P. ᴩֲ̆

Shining Capital Holdings L.P. 50% ᴩᴍ ȂShining(BVI) Limitedҹ Shining 

Capital Management Limited қ S̆hininĝ BVI  ̃ Limited қҹWeng 

Xiangweî Ȃ̃ Weng Xiangweî ̃̆ 1̆968 Ҭ̆ ̆

ᴆ ̔P9762**̂2̃̆ 2010 ׂ ᴋ Shining Capital Management Limited

ᴩֲȁ ԊȂ 

̂҈̃ қ └ֲ └ ῒזᴑҙ ’ 

1ȁ  

Ὲ  ᴍ Ὲ  

Ὲ Ύ  330100000133641 

 2010 10 21  

Ύ  504̓ ᾝ 

 504̓ ᾝ 

ף ֲ  

ᵟ  ҉ Ⱶ 601-D  

қ  89 ֲ қ̆ῒҬ 33.4746% ᴍ 

Һ ҙⱵ ȁ  

Һ Ⱶ  

̂ ᵝ̔҆ᾝ̃ 

/  ֟  ֟ ҙ ῀ ≠  

2014.12.31/2014  504.36 503.45 42.00 41.89 

2015.12.31/2015  504.42 503.42 50.40 50.06 

2016.12.31/2016  504.92 502.82 - 55.40 

̔ Ⱶ Ȃ 

2ȁ  
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Ὲ  Ὲ  

Ὲ Ύ  330102000086571 

 2012 2 29  

Ύ  100̓ ᾝ 

 100̓ ᾝ 

ף ֲ  

ᵟ  ҉ Ⱶ 605  

қ  75.00% ̆ 25.00%  

Һ ҙⱵ ȁ  

Һ Ⱶ  

̂ ᵝ̔҆ᾝ̃ 

/  ֟  ֟ ҙ ῀ ≠  

2014.12.31/2014  100.03 99.77 3.53 3.45 

2015.12.31/2015  100.05 99.59 4.24 4.06 

2016.12.31/2016  100.17 99.51 - 4.63 

̔ Ⱶ Ȃ 

3ȁ  

Ὲ  Ὲ  

Ὲ Ύ  913301026767762717 

 2008 7 21  

Ύ  200̓ ᾝ 

 200̓ ᾝ 

ף ֲ  

ᵟ  ҉ 110 322  

қ  90.00% ̆ 10.00%  

Һ ҙⱵ ȁ ֟  

Һ Ⱶ  

̂ ᵝ̔҆ᾝ̃ 

/  ֟  ֟ ҙ ῀ ≠  

2014.12.31/2014  241.76 198.72 39.05 0.05 

2015.12.31/2015  213.50 199.78 40.16 1.06 

2016.12.31/2016  223.21 200.67 32.33 0.89 

̔ Ⱶ Ȃ 

4ȁ  

Ὲ  Ὲ  

Ὲ Ύ  330102000086985 

 2012 3 13  

Ύ  10̓ ᾝ 

 10̓ ᾝ 

ף ֲ  

ᵟ  ҉ Ⱶ 602  

қ  100.00%  

Һ ҙⱵ  

Һ Ⱶ  

̂ ᵝ̔҆ᾝ̃ 

/  ֟  ֟ ҙ ῀ ≠  

2014.12.31/2014  126.06 4.63 15.85 0.75 

2015.12.31/2015  139.31 4.92 3.07 0.29 

2016.12.31/2016  130.17 4.15 8.19 -0.77 

̔ Ⱶ Ȃ 
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5ȁ  

Ὲ  Ὲ  

Ὲ Ύ  330105000044374 

 2008 5 21  

Ύ  200̓ ᾝ 

 200̓ ᾝ 

ף ֲ  

ᵟ  15 2 3  

қ  90.00% ̆ 10.00%  

Һ ҙⱵ ᵣ ֟ȁ  

Һ Ⱶ  

̂ ᵝ̔҆ᾝ̃ 

/  ֟  ֟ ҙ ῀ ≠  

2014.12.31/2014  390.48 106.35 211.08 4.49 

2015.12.31/2015  434.25 108.87 242.11 2.52 

2016.12.31/2016  428.30 109.46 200.31 0.59 

̔ Ⱶ Ȃ 

6ȁ  

Ὲ  Ὲ  

Ὲ Ύ  91330110MA27YKGX9G 

 2016 8 30  

Ύ  2,000̓ ᾝ 

 400̓  

ף ֲ  

ᵟ  ᵩ 3 404C 

қ  100%  

Һ ҙⱵ ӥ ₮ΐ ̆ ֟  

Һ Ⱶ  

̂ ᵝ̔҆ᾝ̃ 

/  ֟  ֟ ҙ ῀ ≠  

2016.12.31/2016  399.99 399.99 - -0.01 

̂ ̃ қȁ └ֲ ֲ ᴍ ῒז Ԉ

’ 

ӥ ̆Ὲ қȁ └ֲ ȁ ᾢ

Ὲ ᴍҌ ȁ‟ ῒז Ԉ ’Ȃ 

҂ȁ ֲ ’ 

̂ѿ̃ ╠ ’ 

ֲ ╠ ҹ 91,588,215 ̆ Ὲ Ҍ

30,529,405 ̆Ҍᵞԍ 25%̆ Ҭץ ᴪ
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‰ ҹ‰Ȃ ╠ ֲ ’ΐᵣ Ҋ̔ 

 қ /  

╠  

̂ ̃ 

ᶛ 

̂%̃ 

 

̂ ̃ 

ᶛ 

̂%̃ 

ᴆ

 

 42,932,000 46.8750 42,932,000  35.1563  

CPῈ ̂ қ̃ 21,411,756 23.3783 21,411,756  17.5337  

 9,000,000 9.8266 9,000,000   7.3699  

PCGῈ ̂ қ̃ 7,529,404 8.2209 7,529,404   6.1657  

 2,800,000 3.0572 2,800,000   2.2929  

 1,450,000 1.5832 1,450,000   1.1874  

῾ҙ 1,000,000 1.0918 1,000,000   0.8189  

 941,200 1.0276 941,200   0.7707  

Ҭ 900,000 0.9826 900,000   0.7370  

 802,000 0.8756 802,000   0.6567  

╠ 550,000 0.6005 550,000   0.4504  

ץ ̂ қ̃ 470,565 0.5138 470,565   0.3853  

 400,000 0.4367 400,000   0.3276  

 300,000 0.3276 300,000   0.2457  

 300,000 0.3276 300,000   0.2457  

 300,000 0.3276 300,000   0.2457  

 235,290 0.2569 235,290   0.1927  

 116,000 0.1267 116,000   0.0950  

ᾠ 100,000 0.1092 100,000   0.0819  

ᵯ₀ 50,000 0.0546 50,000   0.0409  

ᴆ  - - 30,529,405 25.0000 

   91,588,215 100.0000 122,117,620 75.0000 

̂ԋ̃ ╠ ╠ қ ’ 

ӥ ̆Ὲ ╠ қ ’ Ҋ̔ 

 қ /  ̂ ̃ ᶛ̂%̃ 

1  42,932,000 46.8750 

2 CPῈ ̂ қ̃ 21,411,756 23.3783 

3  9,000,000 9.8266 

4 PCGῈ ̂ қ̃ 7,529,404 8.2209 

5  2,800,000 3.0572 

6  1,450,000 1.5832 

7 ῾ҙ 1,000,000 1.0918 

8  941,200 1.0276 

9 Ҭ 900,000 0.9826 

10  802,000 0.8756 
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   88,766,360 96.9188 

̂҈̃ ╠ ╠ ֲ қ ῒ ֲ ᴋ Ⱶ 

ӥ ̆╠ ֲ қ ῒ ֲ ᴋ Ⱶ Ҋ  ̔

 қ  ̂ ̃ ᶛ̂%̃ ֲ ᴋ Ⱶ 

1  42,932,000 46.8750 Ԋ ȁ  

2  9,000,000 9.8266 ⱲῈ ◐Һᴋ 

3  1,450,000 1.5832 ᴋ  

4 Ҭ 900,000 0.9826 ᴋ  

5  802,000 0.8756 ᴋ  

6 ╠ 550,000 0.6005 ᴋ  

ץ 7  470,565 0.5138 ᴋ  

8    400,000 0.4367 ᴋ  

9    300,000 0.3276 Ԋȁ Ԋᴪ ӥȁ◐  

10    300,000 0.3276 ◐  

11  300,000 0.3276 ◐  

 57,404,565 62.6768 - 

̂ ̃ қҬ ’ 

Ὲ қҬ CPῈ ̂Ҭ ̃ȁPCGῈ ̂Ҭ ̃ȁ ץ ̂Ҭ

̃ҹ қ̆ῒҬ CPῈ Ὲ 21,411,756 ̆ Ὲ ╠

ᶛҹ 23.3783%̆ PCG Ὲ 7,529,404 ̆ Ὲ ╠

ᶛҹ 8.2209%̆ ץ Ὲ 470,565 ̆ Ὲ ╠ ᶛҹ

0.5138%Ȃ 

῏ԍ ֲ ╠ ᴍ ’ Ҋ̔ 

1ȁ2012 4 18 ̆ ֲ ₮ΐȇ ᶸ ᴑҙ ‰ ӥȈ

̂ [1992]0138 ̃̆ CPῈ Ὲ 21,411,756 ̆ Ύ

P̕CG Ὲ 7,529,404 ̆ Ύ –̕Ҹ Ὲ 470,565

̆ ҹҬ Ȃ 

2ȁ2012 10 29 ̆ Ⱶ ₮ΐȇ῏ԍ ≠└ Ὲ

ҹ ᴍῈ Ȉ̂ Ⱶ [2012]158 ̃̆ ≠

ᵣ ҹ ᴍ Ὲ ̆ ֲ CPῈ Ὲ 21,411,756 ̆PCG
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Ὲ Ὲ 7,529,404 ̆–Ҹ Ὲ 470,565 Ȃ 

3ȁ2015 5 11 ̆ Ⱶ ₮ΐȇ῏ԍ ≠└ ᴍ Ὲ

Ȉ̂ Ⱶ [2015]44 ̃̆ ץ –Ҹ

ֲ ῃ ᴍȂ 

̂ԓ̃ ╠ қ ῏ ῏ ῏ қ ᶛ 

╠ қ ῏ ῏ ’ҹ̔̂ 1̃ ֲ └ֲ

ҹ ῏ ̂̕ 2̃ 33.4746% ̂̕ 3̃ ҹ

ӊ ̂̕ 4̃ ҹ ӊᾞ̂̕ 5̃

100% Ȃ҉ ΐ ῏ ῏ қΐᵣ ’ Ҋ̔ 

 қ /  ᶛ̂%̃ ῏ ῏  

1  46.8750 
῏  

2  9.8266 

3  3.0572 33.4746%  

4  1.5832 ӊ  

5  0.8756 ӊᾞ 

6  0.2569 ȁ 100%  

҉ ῏ ῏ ̆ ╠ қӊ Ҍ ῒז῏ ῏ Ȃ 

ῇȁῈ ꞉ ῒז└ ’ 

ҹ ẫῃῈ ꞉ └ ᾟ̆№ ꜚῈ ⇔ ̆

Ӟ ҹԅ ῒ Ὲ Ạ₮ Ὲ̆

ῒ ꞉Ȃ 

̂ѿ̃  

꞉ ҹῈ ֲ ̆ ֲ 1.2733%

ᴍȂΐᵣ ’ Ҋ ̔ 

 

қ 

 ̂ ̃ 

ᶛ

̂%̃ 

ֲ ᴋ

Ⱶ 
ᴇ   

1    300,000 0.3276 
Ԋȁ◐ ȁ

Ԋᴪ ӥ 1.80ᾝ/  
2010  

12  
2    300,000 0.3276 ◐  
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3  300,000 0.3276 ◐  

4  116,000 0.1267 ◐  

5   ᾠ 100,000 0.1092 ├ԊⱵף  

6 ᵯ₀ 50,000 0.0546 Ⱶ  

 1,166,000 1.2733 - - - 

̂ԋ̃  

ֲ 3.0572% ᴍ Ὲ̆

ֲ ᴍȂ ’ Ҋ̔ 

 қ  ̂  ̃ ᶛ̂%̃ ᴋ ᵝ ᵝ 

1  1,687,120 33.4746 ≠└  Ԋ ȁ  

2    158,400 3.1429 ≠└   

3  156,600 3.1071 ≠└   

4 ӏ  144,000 2.8571 ≠  

5 ᴯ  139,680 2.7714 ≠ ֟  

6  127,800 2.5357 ≠└   

7  126,000 2.5000 - ◐  

8  104,400 2.0714 ≠└  

ֲⱬ ◐

ȁ ף

Ԋ 

9 ֒  97,200 1.9286 ≠└   

10  96,840 1.9214 ≠└  QA  

11  90,000 1.7857 ≠└  Һ  

12 қ  90,000 1.7857 ≠└   

13  90,000 1.7857 ≠  

14  81,000 1.6071 ≠  

15  72,000 1.4286 ≠└  QCԋ  

16  72,000 1.4286 ≠└   

17 ᾣ 72,000 1.4286 ≠└   

18  68,400 1.3571 ≠└   

19  65,000 1.2897 ≠└   

20  64,800 1.2857 ≠  

21  64,800 1.2857 -  

22    54,000 1.0714 ≠└  Ғ  

23  45,000 0.8929 ≠└  ҺⱲᴪ  

24 ≠  45,000 0.8929 ≠ ◐  

25  43,200 0.8571 ≠  

26    40,500 0.8036 ≠└   

27    36,000 0.7143 ≠└  ₮  

28  36,000 0.7143 ≠└  Ғ  
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29  36,000 0.7143 ≠  

30 ᾣ 36,000 0.7143 ≠  

31  36,000 0.7143 ≠└   

32 ↔  36,000 0.7143 ≠└  ḱ  

33  36,000 0.7143 ≠└  Ⱶ ◐  

34 ҹ  36,000 0.7143 ≠ ₮  

35    36,000 0.7143 ≠  

36 ᶿ  36,000 0.7143 ≠ ҺⱲᴪ  

ט 37  36,000 0.7143 ≠ ѿ  

38  36,000 0.7143 ≠└   

39  36,000 0.7143 ≠  

40  36,000 0.7143 ≠  

  ≠ 0.7143 36,000 שּׂ 41

42  36,000 0.7143 ≠└  ᴆ  

43  34,920 0.6929 ≠  

44  27,000 0.5357 ≠  

45   ᴯ 27,000 0.5357 ≠└   

46  27,000 0.5357 ≠└   

47 Ҁ   23,400 0.4643 ≠ IT  

48  19,800 0.3929 ≠ Һ  

49  18,000 0.3571 ≠  

50    18,000 0.3571 ≠  

51   ╤ 18,000 0.3571 ≠  

52    18,000 0.3571 ≠└   

53 ≠ 17,460 0.3464 ≠└   

54  14,400 0.2857 ≠ Ғ≠  

55    14,040 0.2786 ≠└  ԋ  

56 ᴯ 10,800 0.2143 ≠└   

57 Ҁ   9,000 0.1786 ≠  

58 –  9,000 0.1786 ≠  

59 ´ 9,000 0.1786 ≠└   

60  9,000 0.1786 ≠└   

61    9,000 0.1786 ≠  

62  9,000 0.1786 -  

63 ↨ 9,000 0.1786 ≠  

64 ≠  9,000 0.1786 ≠  

65 ԍ  9,000 0.1786 ≠  

66  9,000 0.1786 -  

67   ḍ 9,000 0.1786 ≠└   

68  9,000 0.1786 ≠  

69  9,000 0.1786 ≠  

70 ↔ ᴯ 9,000 0.1786 ≠  
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71 Ҽ  9,000 0.1786 ≠  

72  9,000 0.1786 ≠└   

73  9,000 0.1786 ≠└   

74 Ҥ  9,000 0.1786 ≠└   

75  9,000 0.1786 ≠  

76  9,000 0.1786 ≠  

77    9,000 0.1786 ≠└   

78  9,000 0.1786 ≠└   

79 ∆   9,000 0.1786 -  

80  9,000 0.1786 ≠└   

81 ῌ 9,000 0.1786 ≠└   

82  9,000 0.1786 ≠└   

83  9,000 0.1786 ≠  

84    8,640 0.1714 ≠└   

85  8,640 0.1714 ≠└   

86  8,640 0.1714 ≠  

87    4,320 0.0857 ≠└  ᵣ Һᴋ 

88  3,600 0.0714 ≠└   

89 ṭ  3,600 0.0714 ≠  

 5,040,000 100.0000 - - 

̔ ӥ ̆ ȁ ȁ ȁ ȁ∆ 5ֲ ᴡ̆

ῒᵩ қ ֲ ᴋ Ȃ 

ӥ ̆ ֲҌ ῒז Ԋȁ Ԋȁ

ֲ ȁῒז ֲ ȁ ꞉̂ ⅞ȁ └

ȁ ̃ ῒז└ Ȃ 

Ӝȁ ֲ ’ 

2014 ȁ2015 2016 ֲ῍ 254ֲȁ324ֲȁ339ֲȂ

2016 12 31 ̆ ֲ ΐᵣ ’ Ҋ̔ 

̂ѿ̃ Ғҙ  

≢ ֲ ֲ̂̃ ᶛ̂%̃ 

ֲ֟  81 23.89 

ֲ  84 24.78 

ֲ  120 35.40 

ֲ  54 15.93 

   339 100.00 
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̂ԋ̃  

 ֲ ֲ̂̃ ᶛ̂%̃ 

 54.28 184 ҉ץ

Ғ 91 26.84 

ҬҒ  Ҋ 64 18.88ץ

   339 100.00 

̂҈̃ №  

≢ ֲ ֲ̂̃ ᶛ̂%̃ 

30  Ҋ 104 30.68ץ

31-40  155 45.72 

41-50  64 18.88 

51  4.72 16 ҉ץ

   339 100.00 

̂ ̃ ’ 

1ȁ └  

Ὲ ῏ ȁῈ └ ԅѿ ↓ Ὲ

’ └ ȇ̔ └ sopȈȁȇ Ԋᴪ ҍ ᴪ ᵬ

↕Ȉ ̆Һ ῤ Ҋ̔ 

̔ ̗ + + ᴆ ֽ̂ ᴆ ̃+

ֽ̂ ֲ ̃+ ֽ̂ ֲ ̃+ ̂ ꜛ Ȃ̃ 

̔ ֲ ᴪ ֲⱬ

’ ҍ ᵝ ̆ ȇ Ȉ ῒ ‰̆ ֲԊ

Ȃ ̂ Һᴋֲ̃҉ץ ‰Ȃ ԍ ₮ῒ

ᵝ ̆ Ȃ 

Ὲ̔ ҙ ↕҉ ⌠ 3 ᴍӊ

ѿ ̆ ̆ ᵝ

̆ Ȃ Ҍ Ὲ ≠ Ȃ  

ҩ≢ ̔ ᵝ ꜚ ᴋ ᵝ ̆ Ⱶ ꜚ

Ⱶ ᵬ Ȃ 
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ҳ ̔ ₮ Ὲ ̆ ᴪ ᴇ ̆

Ꞌꜚⱬ ̆ HR ₮̆ Ὲ ⱲῈᴪ

Ȃ 

2ȁ ≢ȁ ᵝֲ ҍ ֲ ’ 

̂1̃ ≢ֲ  

ᵝ̔ᾝ/  

 2016  2015  2014  

ֲ  171,891.22 193,273.05 177,872.69 

Ҭ ֲ  102,280.57 117,078.65 104,821.01 

 80,186.30 82,094.04 56,123.74 

ῃᵣֲ  84,545.40 88,745.57 65,178.89 

̂2̃ ᵝֲ  

ᵝ̔ᾝ/  

 2016  2015  2014  

ֲ  94,905.56 109,969.18 69,166.24 

ֲ  119,929.18 119,576.52 97,813.31 

ֲ  77,266.57 80,054.04 61,078.22 

ֲ֟  49,746.23 55,937.17 43,798.40 

ῃᵣֲ  84,545.40 88,745.57 65,178.89 

̂3ֲ̃ ҍ ֲ  

̆Ὲ ֲ ҍ ֲ Ҋ̔ 

ᵝ̔ᾝ/  

 2016  2015  2014  

 - 58,406 50,589 

 - 57,455 50,608 

 - 51,719 48,372 

 - 55,908 51,449 

Ὲ  - 88,746 65,179 

̔ ֲⱬ ᴪḠ ȁ ⱬ ᴪḠ  

҉ Ὲ̆ ֲ ԍ ֲ ̆p Ҍ

Ȃ 

3ȁ ֲ └  ל
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Ὲ ᵣ Ὲ №̆ Ὲ ץ

Ҍ Ȃ Ὲ ҙ ȁ ȁ

Ὲ ≠ ’ ̆ ΐ Ԉⱬ ≠ᵣ ̆

ⱴᴋ ꞉ȁ ꞉ Ⱳ ̆Ḡ ̆

Ὲ ֲⱬ Ȃ Ὲ Ḡ ѿ

̆ ԍ Ȃ 

ȁ ֲ ῒ қȁ └ֲȁ Ԋȁ Ԋȁ

ֲ ῒז ֲ ץ Ḡ ֲ ├ Ⱶ

ᵬ₮ ȁ ץ’

 

̂ѿ̃ ╠ қ ᴍ ȁ ᴍȁ

ץ ῏ қ ⁞  

ӥñ Ԋ òӊñѿȁῈ қ ᴍ ⁞ ᴇ

ò ñ ȁ ҉ץ5% ᴍ қ ⁞ òȂ 

̂ԋ̃ ᴇ  

ӥñ Ԋ òӊñԋȁ῏ԍῈ ҉ ᴇ òȂ 

̂҈̃ ᴍ  

ӥñ Ԋ òӊñԋȁ῏ԍῈ ҉ ᴇ

ò ñ̓͂ ԍ ӥҬ Ẋ ȁ ᶭ

ễ ễ ᴋ òȂ 

̂ ̃ᶭ ễ ễ ᴋ  

ӥñ Ԋ òӊñ҈ȁ῏ԍ ӥҬ Ẋ ȁ

ᶭ ễ ễ ᴋ òȂ 

̂ԓ̃  
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ӥñ Ԋ òӊñ҂ȁ ῏

òȂ 

̂Έ̃≠ №  

ӥñ Ԋ òӊñ ȁ Ὲ ≠№ òȂ 

̂҂̃ῒז Ԋ  

ҹḆ Ὲ ᵬ̆ ᾧῈ └ֲ ῒ └ ῒזῈ

֟ ꜚҬ Ὲ ≠ ̆ ῏ ̆Ὲ қȁ

└ֲ ᾢ Ὲ ₮ΐԅȇ῏ԍ ᾧ ҙ Ԉ ⁞ ῏ ֜

₱Ȉ̆ΐᵣῤ ӥñ ҂  ҙ Ԉҍ῏ ֜ òӊ

ľԋȁ̂ԋ̃ ᾧ ҙ Ԉ òȂ 

ȁ Ὲ ₮ΐԅȇ ₱Ȉ̆ ľ ῏ ‗ ̆

≠└ ῒ Ὲ ҹ ╠ ᴪḠ

ᵟ Ὲ ̆ ᴪḠ ᵟ Ὲ ⌠ ῏

̆ ֲ ᴆ ễ ≠└ ῒ Ὲ ᴪḠ ᵟ Ὲ

̆ ᴋᵥ ̆ Ḡ ≠└ ῒ Ὲ Ҍ

ᴪḠ ᵟ Ὲ ᴋᵥ ĿȂ 

̂ῇ̃῏ԍ Ԋ  

ӥñ Ԋ òӊñΈȁ Ὲ Ԋ

òȂ 

Ḡ̆ ҹ̆ ֲ ῒ Ὲ Ҭᵬ₮

Ὲ қ ᴪ ̆ ԅ ‗ ῤ̆

῏ ̕ ֲ қȁ Ԋȁ ֲ Ὲ Ҭᵬ₮

ҹҩֲ ῤ̆ ῏ ̕ ῏ ᴋҺᵣҌ

Ḇᶏ ֲ ῒᵬ₮ ̆ ῏

ֲ Ḥ ҹ ֲ ├ Ҍ Ȃ 
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Έ   ҙⱵ  

ѿȁῈ Һ ҙⱵ ’ 

̂ѿ̃Ὲ Һ ҙⱵȁҺ ֟ Һ ҙⱵ ῀ ’ 

1ȁῈ Һ ҙⱵ ’ 

Ὲ Ғҙ׆Ԋ ȁ ֟ ᴑҙ̆ Ҭ ᴑ

ҙ└╕ ᾢ ᴑҙ ̆ ҹ ҙᴨ ᴑҙȂῈ Һ ֟

ז ҹ ̆ ז ╕ҹ ֟ ñ̆

└ ֟ ò ԋ ñ̆

ז ╕ ֟ҙ ò ҈ ̆ľ ̂

ז ╕̃Ŀ ҙ ᴪ ҹ ҙᴨ ֟ ̆

ז № ז ╕ ñ 28 ῃ Ḥ ᴪò

҉ 2016Ҭ └ . ̂ ≢̃ 2 Ȃ

Ὲ ñ ò ñ ò ҹñ òȂ 

Ὲ ץ FDAȁ EMAȁWHO Ҭ CFDA ῏

֟ ‰ҹ Ҍ̆ ֟ └ ⱬ Ҍ̆

└ ꜚ ֟ ⱬȂῈ ֟ ῤ GMP ̆

ȁ‟ ╕ ֟ FDAȁ EMA WHO ῏ ֟

̂cGMPȁGMP̃ ̆ ֟ EMA GMP

Ȃ2015 6 ̆Ὲ └╕ ֟ Ḥ ҹ └

̂ └╕ ֟ Ȃ̃2016 12 ̆ ≠ľ ‰

ᾙ ֟ - ֟└╕֟ 15ַ / / / ֟ Ҭ Ŀ

Ḥ ῀ 2016 ҙ ̂Ҭ └ 2025̃ ⅞Ȃ 

Ὲ └╕ ȁ └╕ └╕

ү Ữ ȂῈ Ғ≠ 47 ̆ῒҬ Ғ≠ 44 ̆

73ҩ ֟ ‰ ῒ̆Ҭ 60ҩ└╕ ֟ ‰ ̂ ῤ 48

ҩ̆ FDA 1ҩ̆ ῌ 3ҩ̆ 1ҩ̆
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1ҩ̆WHO 1ҩ̆ ῤҬ 5ҩ̃̆ 10ҩ

֟ ‰ ̆3 ҩ ֟ ‰ Ȃ ╠̆Ὲ ֟ Ҭ 27 ҩ

↓῀ȇ Ḡ Ȉ̂ 14ҩ̆Ә 13ҩ̃̆ 10ҩ

↓῀ № ȇ Ḡ Ȉ̕ 11ҩ ↓῀ȇ

Ȉ̆ 10 ҩ ↓῀ № ȇ ȈȂῈ Һ ֟ ῀

῏ Ḡ ȁ ’ Ҋ̔ 

    Ḡ  

ז 1 №  5mg  

ȁ қȁ ȁ ȁ

қȁ ȁ ȁ ȁ

ȁ ȁ ȁ ȁ

ȁ  

ז 2  5mg ȁ  

ȁ қȁ ȁ ȁ

қȁ ȁ ȁ ȁ

ȁ ȁ ȁ ȁ 

ȁ  

ז 3 ╕ 
0.5g:2.5mĝ ץ

ז  ̃
- 

ȁ ȁ ȁ ȁ

ȁ ȁ ȁ  

ז 4 ╕ 
1g:5mĝ ץ

ז ̃ 
- 

ȁ ȁ ȁ ȁ

ȁ ȁ ȁ  

5  0.1g   

6 ≢  0.25g  Ә  

7 ᾥ  0.5g  

ȁ ȁ ȁ ȁ

ȁῤ ȁ ȁ қȁ

ȁ ȁ ȁ  

8 ᾥ  0.125g  Ә  

9  0.25g   

10  
0.125ĝ 12.5҆

ᵝ̃ 
  

11  
0.1ĝ ץ

̃ 
-  

12  0.05g  Ә  

13  0.25g  Ә  

14  0.1g  Ә  

15  0.2g - Ә  

16 Ҁ 20mg   

17  30mg   

18  20mg   

19  10 mL:2mg - Ә  

20  20mg   
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21 Ҁ  

2 mL:20mĝ

C18H23NO3

̃ 

  

22  10mg   

23 ֒  0.1g  Ә  

24  
12mg 

- ȁ ȁ҉  

25  
6mg 

- ȁ ȁ҉  

26  2.5% - ȁ ȁ҉  

27  
0.1g ̂ ץ

C7H8N4O2  ̃

ȁ

ȁ  
 

28  
0.2g ̂

C7H8N4O2  ̃
  

29  
50mg ̂ ץ

C7H8N4O2  ̃
  

30 ᵣ  
ץ̂

̃38.5mg 

-  

31 ԋ  0.5g - Ә  

32  

1mg ̂

C19H19NOS

̃ 

- Ә  

33  

1mg ̂

C19H19NOS

̃ 

- Ә  

34 C  0.1g - Ә  

35  0.1g - Ә  

36 ≠  25mg -  

3  250mg -   

2ȁῈ Һ ֟ ’ 

ῤ̆Ὲ ֟ Һ ҹ ̆ ȁ ᵣ

ȁ ȁ ȂҺ ֟ ΐᵣ ’ Ҋ  ̔

    ⱳ Һ  

1 
 

ז

№  

 

1ȁ ῏

̆ ̆ ̆

ᾟ / 2̕ȁ ȁ ᾟ ̕

̕3ȁ

῏ ̆ ⁞
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2 

ז

╕ 

 

 

3 
ז

 

 

4 
ᵣ

 
 

 

1ȁ ῏ ̆

῏ ̆ ῏

̕2ȁ ̆ ȁ

3̕ȁ ȁ ᴴȁꞋ ̕

4ȁ ̕5ȁ ̆ ̆

 

5 

 

ᾥ  

 

 ᾥ

1̔ȁҊ ̔ ȁ

2̕ȁ҉ ̔ ȁ

̕3ȁ Ҭ

̔ ȁ ȁҸ

 

6 

 
 

Ҋ↓ ȁҬ

̕1ȁ ̕2ȁ

̕3ȁ ̕4ȁ

̕5ȁ ̕6ȁ

ῒז  

7 
 

╕ 

 

Ҋ↓ ̔1ȁ

ȁ

ᵣ ̕2ȁ

ȁҬ ȁ ȁ

ᵬ 3̕ȁ ȁ

ץ ᵣ

̕4ȁ ᵣ

̕5ȁ

 

8 
  

 

1. ꜚⱳ Ӱ

Ҍ ȁ ȁ ȁ ȁ ȁ

ȁ ȁ ȁḂ

̕2.  

҉ Һ ֟ ̆Ὲ ֟ ᵣ ȁ≢ ȁ

ȁ ȁԋ ȁ ֟ ̆
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ȁ ᵣ ȁ ȁ Ȃ 

3ȁҺ ҙⱵ ῀ ’ 

ᵝ̔҆ᾝ 

֟ ≢ 
2016  2015  2014  

 ̂%  ̃  ̂%  ̃  ̂%  ̃

 10,640.36 45.48 9,438.44 47.46 8,151.78 50.13 

ᵣ

 
4,812.78 20.57 4,181.09 21.02 2,615.68 16.09 

 3,746.28 16.01 3,089.72 15.54 2,903.99 17.86 

 1,579.86 6.75 1,279.45 6.43 1,073.39 6.60 

ῒ9.33 1,516.79 9.54 1,897.72 11.18 2,614.84 ז 

 23,394.11 100.00 19,886.42 100.00 16,261.64 100.00 

̂ԋ̃Ὲ Һ  

Ὲ ȁ ֟ ᵣ ̆ᶭ ’ȁ ↕

ᵬ └̆ ꜚȂ 

1ȁ  

Ὲ ֟ ȁ ȁ ȂῒҬ Һ ᾥ

ȁ ȁ ȁ

ȁ ȁ ז ̆ Һ ᾟ╕ȁ ╕ȁ

╕ȁ ̆ Һ ȁ ȁ ȂῈ

ñ֟ץ ò ̆ ֟ ⅞ȁ ’ ’

Ȃ 

Ὲ ҙ GMP ̆└ ԅ ȇᶫ Ȉȁȇᶫ

Ȉȁȇᶫ Ȉȁȇ └ Ȉȁȇ ֟ └Ȉȁ

ȇ֟ BOM Ȉȁȇ Ȉȁȇ ῀ └Ȉ ῤ ѿ ↓῏ԍ

ᶫ ȁ ⅞ └ ȁ ȁ ȁ῀

└ Ȃ ᵬҹҺ ҍ ȁ ֟ ȁ Ⱶ

῍ ᴋⱵȂ 

Ὲ ᶫ ҉̆Һ №ҹ└ ⅞ȁ ȁ

῀ ȁ Ữ Һ ̆ ΐᵣ ᵬῤ Ҋ̔ 
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̂1̃ ᶫ └  

Ὲ ȁ ᶫ Ҥ ̆ ῏ᶫ

֟ ȂῈ └ ԅᶫ └ ̆ ᶫ ȁ

└ ‰̆ ȁ ȁ ֟ Ҭ

‰ ȇ ᶫ Ȉ̆ ȇᶫ Ȉ ᶫ

̆ ԅᶫ ᴇ└ Ȃ 

Ὲ ᶫ Ҋ ŵ̔ ᶫ ῏ Ŷ̕ ̆

ҍ ᵬ∞ ŷ̕ ᶫ ̆

ҍῒ ̆ ץ Ÿ̕ ҍᶫ ᶫ

̆ ᶫ ᾢ ᶫ └ ̆ Ὲ

⌠Ὲ ↓῀ ᶫ

Ȃ 

Ὲ ᶫ ֟ ȁᶫ ’ȁᶫ ᴇ ȁḤ ̆ ȇ

ᶫ Ȉ № ̆ ῒ ̆ ῤ ’̆

ᴨ ᶫ ̆ⱴ ᶫ ꜚ Ȃ 

̂2̃└ ⅞ 

̆ ֟ ’ ᵀҊѿ

’ ҍ̆ ῍ ⅞̆ ֟ ᶭ ⅞ └

֟ ⅞̕ ᶭ ֟ ⅞ȁ ’ ̆└ ȁ ȁ

⅞̆ ‰Ȃ 

Ὲ ’̆ ⅞ ҉

Ȃ ∆̆ ֟ ⅞̆ ȁ

ᶫ ’ ̆└ ⅞Ȃ 

̂3̃  

Ὲ Һ ᴇ Ȃ ᶭ ⅞̆ ᾟ№ԅ

῏ ᴇ ל ᶫ Ҭ ῏ᶫ ᴇ ̆

ᶫ Ȃ 
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̂4̃ ῀  

⌠ ֟ ̆ᾢ ד ̂ ̃̆

‰ ᴑҙῤ └ ‰ ̆

῀ Ȃ 

̂5̃ Ữ  

Ὲ Ҥ Ữ └ Ҍ̆ ‰ ᴆ

Ữ ד̆ Ữ ᴆ Ȃד

̆ ̆Ḡ ῃȂῈ ȁ ֲ

Ғ Ȃ ₮ Ȃ 

2ȁ ֟  

Ὲ Һ ñץ ֟ò ֟ ץ̆ ҹ ̆

’̆ ’ └ ֟ ⅞Ȃ 

Ὲ FDAȁ EMAȁWHO Ҭ CFDA ԅ

GMP └ ̆└ ԅ ‰ ᵬ ̆ ԅ ‰ GMP

Ҋ ֟ ‰ ȁ ȁ└ ̆Ḡ ԅ ֟ ≠ Ȃ 

̂1̃└ ֟ ⅞ 

Ὲ ⱲῈᴪ ֟ ’ȁ ȁ

ᶫ Ḥ ̆ ֟ ȁ ֟ ȁ ’̆ └

֟ ֟ ⅞̆ ֟ ̆ ԍ ᶫ

ᶫ ’└ ҈ҩ ֟ ⅞Ȃ ֟ ⌠ ֟ ⅞ ̆

֟ ȁ֜ ȁ ᶫ ’ ֟ ⅞Ȃ 

̂2̃  

֟ ֟ ⅞Ҋ ֟ פ ̆ ֟ ֟ פ

̆ Ҥ ֟ פ ῤ ̆ ȁ

ῤ ̆ Ạ ȁ ȁ Ȃ 

̂3̃ ֟  
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Ὲ ֟ ῃ └ ̆ ֟ ѿҩ └

QA ̆ ῃ ҍ ֟ └̆Ҥ Ȃ

֟ Ғ ᴪ ҉ № ֟ Ḥ ̆

Ẓ ̂CAPÃ̆ Ḥ Ȃ 

̂4̃֟ ῀  

Ὲ ֟ Ҥ ̆ ȁ ֟

῀ Ȃ֟ ̆

῏ ֟ ̆ ⅞ ֟ Ȃ 

3ȁ  

Ὲ ῤ └╕ ̆

̆ Һ Ȃ Ὲ Ҋ ῀ ’ Ҋ  ̔

ᵝ̔҆ᾝȁ% 

 ֟   
2016  2015  2014  

 ᶛ  ᶛ  ᶛ 

ῤ 
└╕ 

 17,928.39 76.64 15,309.64 76.99 12,159.54 74.77 

 4,548.54 19.44 4,331.40 21.78 4,067.72 25.01 

 22,476.93 96.08 19,641.04 98.77 16,227.26 99.79 

  321.18 1.37 37.45 0.19 26.69 0.16 

 
└╕ȁ

 
 596.00 2.55 207.93 1.05 7.69 0.05 

Һ ҙⱵ ῀ 23,394.11 100.00 19,886.42 100.00 16,261.64 100.00 

̂1̃ ῤ  

Ὲ Һ ֟ └̆ ԅȇ №

SOPȈȁȇ ꜚ SOPȈȁȇ ȁ ȁ

SOPȈȁȇ ȁ ᴇȁ Ḡ SOPȈȁȇ SOPȈȁȇ ȁ

SOPȈȁȇ ȁ ȁ ȁ SOPȈȁȇ ҍ

SOPȈ ‰ ᵬ ׆̆ ȁ ȁ ȁ ȁ

ȁ ȁ ҍ ҩ Ȃ 

ȁ Һ Ҋ̔ 
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 ֟ᴑҙĺ ĺ ĺ  ֟ᴑҙĺ ĺ  

 Һ ꜚ Ὲ Һ ꜚ 

 ѿ Ҍ   

 ѿ ԅ ’ ֲ ԅ ’ 

ᴇ  ₮ ᴇ ᵞ ₮ ᴇ  

 ᵞ  

≠  ᵞ  

ֲ  
̆ ῀

ᵞ 
Һ ꜚ̆ ῀  

ȁ

 

Һ ҹ ⌠ ̆ ԍ Ḥ

ᴪ ԇѿ Ḥ  

Һ ҹ ᴑҙ̆

Ὲ ԇѿ Ḥ  

Ὲ ֟ Һ ҹ Ғ̆ҙ ̆֟ ԅ

Һ̆ ‗ԍ ̆֟

Ȃ 

Ҋ̆Ὲ ᶫ֟ ȁ׃ ̆ ֟

̆ ҍ Һ ȁ ֟ ꜚ̆

Ὲ ̆Ҭ ҍῈ Ȃ Ҋ̆

Ὲ ֟ ₮ ᴇ ȁ ≠ ȁ ᵞȂ 

Ҋ Ὲ̆ Һ Ғҙ ꜚ̆

ᴑҙᵬҹ ֟ Ȃ Ὲ Һ Ғҙ ꜚ

’Ҋ̆Ὲ ֟ ₮ ᴇ ȁ ≠ ȁ Ȃ 

Ὲ ֟ Ҋ̔ 
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ֲ

ꜛ

Һ

ꜚ

ֲ

Һ

ꜚ

 

̆Ὲ Ҍ ⱴ ̆ ⱬ̆ ҍ

ᵬ̆≠ ῒ ⱬ̆ ⱴ Ȃ ԍ

ľң └Ŀ ̆ ῤ̆ ֲ ľң └Ŀ

̆ ֟ ̕ ̆ ԍ ֲ

̆ ⱬ ̆ ẫῃ̆Ὲ

ץ ҹҺ̕ ̆ ῤ̆Ὲ ῒז ᴍ Һ

Ȃ 

ŵ ’ 

Ὲ ̆ ̆ ῒז

Ȃ 

Ҋ̆ ӯ ֟ ̆ ῤ

ȁ Ȃ Ҋ̆Ὲ Ғҙ

̆ Ὲ ֲ ȁ ̆Ῥ ӯῈ ̆

Ȃ 

Ŷ  

Ὲ ԅץ ȁ ȁ ҙⱵ ҹ ᵣ Ȃ ╠̆

Ὲ ԅ ῃ Һ ̆ 120ֲ ῒ̆Ҭ
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20ᵩֲȁ ֲ 100ֲȂ Ҋ̔ 

   

 
Ḥ ȁ ֟ ᵝȁ└ ֟ ⅞ȁ└ ֟

⅞ 

 

ȁ ȁ ҍ ̆ Ữ ȁ֟ ̆

№ ̆  

ҍ ȁ ҍ ᴋⱵ  

ҙⱵ  
‰῀ ȁ ҍ ȁ֟  

  

Ҋ Ὲ̆ ҙⱵ ֟

ҙⱵ ȂῈ ҙⱵֲ ֟ ȁ

ҍ Ὲ̆ Һꜚ ̆ ԅ

⌠ Ὲ ҩ ῏ Ὲ └ ῤԇץ

‗Ȃ Ҭ ֟ ᴰ ȁ׃ ̆

Ὲ ῒ ᴰ̆ ⱴ ᴪ Ȃ 

Ҋ̆ ȁ Ὲ

ҙⱵ ̆ ᴪ ꜚ ֟ ̆׃

Ȃҹԅ ҳ ֜ Ὲ̆

ҙⱵ ̆ ⱴῃ ᴪȁ ᴪȁ ᴪ ̆ ᴰ

Ὲ ֟ ⱳ ȁ ̆ᶏῈ ֟ ԅ ῏ Ȃ 

ŷ ȁ ȁ ᴆ 

Ҋ̆ ֲ ’ ’̆

̆ Ὲ ᴆ̆

֟ ̕ Ҋ̆ ֲҺ ֟ ꜚ̆

Ҍ ҍ Ȃ 

ֲ ᴆҺ A̔. ̆

B̕.Ғҙ ⱬ̆ Ὲ Ғҙ ̕

C. ̆ Ὲ ̕D. ̆ Ὲ

̕E. Ḥ ’̆ ⱬ Ḥ Ȃ 

Ὲ ꜚ Һ̆ ᴋⱵ ̆ ҉
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ᴆ ̆ɰ ̆ Ҍ

̆Ạ₮ ῒ ҍ ⁞ ̆ ҍῒ ᵬȂ 

ֲ ᴆҺ A̔. ̆

ȁ ΐ ̆ № ῤ

ҙῈ ̆ 10 ᴑҙ̆

ῃ Ὲ ᴋⱵ̆ ᴑҙᴨᾢ׆ 10

ᴑҙ GSP ᴑҙҬ ̆Ὲ ҉ ᴑҙ

Ҭ ѿ ̕B. ⱬ̆ ȁ ⱬ̕

C. Ḥ ’̆ ⱬ Ḥ Ȃ 

Ὲ ꜚ ̆Һ ῒ ȁ ⱬҍ ȁ

Ḥ ̆ ̆ ̆ ῒ Ȃ 

ŸḠ  ט

Ҋ ҹ̆ ᴋⱵ ̆ ֲ

ѿ Ḡ Ȃ 

Ҋ̆ ̆ Ҍ ұ ȁ ᴋ

Ⱶ ’̆Ὲ Ḡ Ȃ 

Ź  

Ҋ̆Ὲ ѿ ⌠ ̆ ҙⱵ ȁ

ҙḤ ȁ ᵬ῏ ̆Ὲ ᴪ ԇῒ 30 90 Ḥ Ȃ

Ҋ̆Ὲ ᴪ 30 90 Ḥ Ȃ 

ź ȁ № ȁ ’ 

ῤ Ὲ̆ ֟ ῤҌ ȁ № ’

Ҋ̂ ѿ └Ҋ ̃̔  

A.2016  

a. № ȁ ’ 

 ∆  ῀ ₮  
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қ        308  117 76         349  

        239  71 54         256  

Ҭ        185  60 40         205  

        196  54 90         160  

        162  46 53         155  

қ         183  50 50         183  

         36  17 14          39  

      1,309  415 377       1,347  

b. № ȁ ’ 

 ∆  
῀

 

₮

 
 

қ 93 30 27 96 

B.2015  

a. № ȁ ’ 

 ∆  
῀

 

₮

 
 

қ 295 95 82 308 

 216 85 62 239 

Ҭ 158 68 41 185 

 201 60 65 196 

 166 47 51 162 

қ  183 60 60 183 

 38 15 17 36 

 1,257 430 378 1,309 

b. № ȁ ’ 

 ∆  
῀

 

₮

 
 

қ 88 25 20 93 

C.2014  

a. № ȁ ’ 

 ∆  
῀

 

₮

 
 

қ 279 90 74 295 
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 207 59 50 216 

Ҭ 161 44 47 158 

 200 64 63 201 

 169 53 56 166 

қ  172 61 50 183 

 49 7 18 38 

 1,237 378 358 1,257 

b. № ȁ ’ 

 ∆  
῀

 

₮

 
 

қ 67 27 6 88 

Ż ’ 

ῤ̆Ὲ ᶛ ’ Ҋ̔ 

ᵝ̔҆ᾝ 

 2016  2015  2014  

 11.61 6.68  2.80  

 108.47 363.75 544.28  

 29.07 - - 

 149.15 370.43  547.08  

ҙ ῀ 24,800.92 20,282.28 16,456.22 

ҙ ῀ ᶛ 0.60% 1.83% 3.32% 

Ὲ ҍ ₄̆ ԍ ֟ ץ̆

Ҭ֟ ̆Ὲ ̆ Ὲץ ҹ‰Ȃ ԍ

֟ ̆Ὲ Ҍԇ Ȃ 

ῤ Ὲ̆ Ҭ ’ Ҍ̆ ֟

֟ Ȃ ̆Ὲ ֟ ’Һ ҹ̔ ԍ №

̆ № ₮ Ҍ ̆ ֓ ֲ Ҍ ֟ Ҍ

’Ҋԑ Ȃᵖ ԍ GSP ӊ Ⱳ

̆ ҹ Ḡ ’Ҋ ̆Ὲ ̆ ῒ

̆ ҉ᵣ ҹ ȁῬ ̕ Һ ҹ ̆

Ὲ ҍ ѿ ֟ Ὲ Ȃ 

ԍῈ Һ ҹ ̆Ὲ ֟ Ҥ
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‰̆ ‰ ҹḠ └ ȁ ץ

֟ ̆ ȇҬ ֲ ῍ ‰ȈȁȇҬ ֲ ῍

ῖȈȁ Ύ ‰ ῒז ‰ȂῈ Ҥ ̆

Ⱳ ῀ ̆ ῤῈ Ҍ ֟ Ȃ 

ż ῀ ⅞№ № ’ 

ῤ̆Ὲ ῤ ȁ ῀ № ’ Ҋ̂ ѿ

└Ҋ ̃̔  

A. ῀ № ’ 

a.2016  

 

2016  

 
 

 

 

̂҆ᾝ̃ 

 

 

ԍ 100҆ᾝ 31 2.30% 6550.23  36.53% 

50-100҆ᾝ 49 3.64% 3548.92  19.79% 

20-50҆ᾝ 94 6.98% 2944.61  16.42% 

20҆ᾝץҊ 1,172 87.07% 4886.10  27.25% 

 1,346 100.00%   17,929.85  100.00% 

b.2015  

 

2015  

 
 

 

 

̂҆ᾝ̃ 

 

 

ԍ 100҆ᾝ 26 1.99% 5,103.24  33.33% 

50-100҆ᾝ 35 2.67% 2,367.46  15.46% 

20-50҆ᾝ 94 7.18% 2,910.23  19.01% 

20҆ᾝץҊ 1,154 88.16% 4,928.72  32.19% 

 1,309 100.00% 15,309.65 100.00% 

c.2014  

 

2015  

 
 

 

 

̂҆ᾝ̃ 

 

 

ԍ 100҆ᾝ 17 1.35% 3,570.85  29.37% 

50-100҆ᾝ 30 2.39% 2,117.83  17.42% 

20-50҆ᾝ 85 6.76% 2,690.32  22.13% 

20҆ᾝץҊ 1,125 89.50% 3,780.55  31.09% 
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 1,257 100.00% 12,159.55 100.00% 

B. ῀ № ’ 

a.2016  

 

2016  

 
 

 

 

̂҆ᾝ̃ 

 

 

ԍ 100҆ᾝ 9 9.38% 3311.39  72.80% 

50-100҆ᾝ 9 9.38% 616.42  13.55% 

20-50҆ᾝ 11 11.46% 341.24  7.50% 

20҆ᾝץҊ 67 69.79% 279.49  6.14% 

 96 100.00%     4,548.54  100.00% 

b.2015  

 

2015  

 
 

 

 

̂҆ᾝ̃ 

 

 

ԍ 100҆ᾝ 13 13.98% 3,223.96 74.43% 

50-100҆ᾝ 8 8.60% 570.01 13.16% 

20-50҆ᾝ 8 8.60% 264.31 6.10% 

20҆ᾝץҊ 64 68.82% 273.12 6.31% 

 93 100.00%  4,331.40  100.00% 

c.2014  

 

2014  

 
 

 

 

̂҆ᾝ̃ 

 

 

ԍ 100҆ᾝ 10 11.36% 2,715.39 66.75% 

50-100҆ᾝ 13 14.77% 847.11 20.83% 

20-50҆ᾝ 9 10.23% 271.70 6.68% 

20҆ᾝץҊ 56 63.64% 233.52 5.74% 

 88 100.00% 4,067.72  100.00% 

ῤ Ὲ̆ ῀Һ Ҭ 100҆ᾝ҉ץ

1̆00҆ᾝץҊ ҹ№ Ȃ Ҭ ҍ ̆

Һ ԍ̔a. Һ ҹ ᴑҙ̆ ̆

ᴍ Ὲ ȁ ᾝ ᴍ Ὲ b̕. ԍ Һ ꜚ̆

̆ Ҍ ̂ ȁ ȁ ȁ

ȁҒ ȁ ȁ ̃ ҹ№ ̆ ֞
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ҹ№ Ȃ 

Ž ȁ ₮ ’ 

A. ȁ ₮ ’ 

a. ῤ̆Ὲ ῤ └╕֟ № ’ Ҋ̂ ѿ

└Ҋ ̃̔  

 

2016  2015  2014  

 
 

̂҆ᾝ̃ 
 

 

̂҆ᾝ̃ 
 

 

̂҆ᾝ̃ 

ԍ 100҆ᾝ 3  563.75  2 485.59  0 0.00  

50-100҆ᾝ 12  848.07  5 355.18  5 370.57  

20-50҆ᾝ 16  500.57  18 493.48  12 371.32  

20҆ᾝץҊ 384  1,154.41  405 1,099.74  361 847.66  

 415  3,066.79  430 2,433.99  378 1,589.55  

ῤ

ᶛ 

30.83% - 32.85% - 30.07% - 

ῤ

῀ ᶛ 

- 17.10% - 15.90% - 13.07% 

 b. ῤ̆Ὲ ῤ └╕֟ ₮ № ’ Ҋ̂

ѿ └Ҋ ̃̔  

₮  

2016  2015  2014  

 

╠ѿ  

 

̂҆ᾝ̃ 

 

╠ѿ  

 

̂҆ᾝ̃ 

 

╠ѿ  

 

̂҆ᾝ̃ 

ԍ 100҆ᾝ  -     -    - - 1 112.02  

50-100҆ᾝ 4  237.90  - - 0 0.00  

20-50҆ᾝ 8  247.22  2 41.57  15 457.27  

20҆ᾝץҊ 365  936.07  376 601.66  342 609.31  

 377  1,421.20  378 643.23  358 1,178.60  

B. ₮ ’ 

a. ῤ̆Ὲ ῤ └╕֟ № ’ Ҋ̂ ѿ

└Ҋ ̃̔  
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2016  2015  2014  

 
 

̂҆ᾝ̃ 
 

 

̂҆ᾝ̃ 
 

 

̂҆ᾝ̃ 

ԍ 100҆ᾝ 2 559.69  - - 1 157.62  

50-100҆ᾝ 1 52.00  - - 1 76.33  

20-50҆ᾝ 2 43.10  - - 1 20.12  

20҆ᾝץҊ 25 98.29  25 86.00  24 71.78  

 30 753.08  25 86.00  27 325.85  

ῤ ᶛ 
31.25% - 26.88% - 30.68% - 

ῤ ῀

ᶛ 

- 16.56% - 1.99% - 8.01% 

b. ῤ̆Ὲ ῤ └╕֟ ₮ № ’ Ҋ̂

ѿ └Ҋ ̃̔  

₮  

2016  2015  2014  

 

╠ѿ  

 

̂҆ᾝ̃ 

 

╠ѿ  

 

̂҆ᾝ̃ 

 

╠ѿ  

 

̂҆ᾝ̃ 

ԍ 100҆ᾝ  -     -    - - - - 

50-100҆ᾝ  -     -    - - - - 

20-50҆ᾝ  2   68.00  1 27.25  - - 

20҆ᾝץҊ  25   77.69  19 66.61  6 13.16  

  27   145.69  20 93.86  6 13.16  

ῤ̆Ὲ ȁ ₮ ’̆֟ Һ

ŵ̔Ὲ Ҭ Ҭ Ҭ ’ ‗ Ὲ ȁ

ꜚ̕Ŷ № ȁ ̆Ὲ Һꜚ ̕ŷ №

ⱬȁ ⱬȁ ⱵҌ Ὲ ̆Ὲ ҍῒ

ᵬ Ÿ̕ Ὲ̆ Ḡץ

̕ŹῈ ֟ ȁ ̆ ⱴ ̕

ź ԍ ȁ ȁ Ⱶ ⱬⱴ ȁ ̆

№ ₮ ҍῈ ᵬ ’̆ ֓ ԍῈ ᵬ ̆p

̆ᴪ ₮ ’Ȃ 

ֲ ȁ⁞ № ’ ץ ₮̆ ῤ̆Ὲ ȁ

ꜚҺ Ҭ 20҆ᾝ ҉ץҊ̆20҆ᾝץ ҹ ̆
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Һ ҹ̔ŵ ľң └Ŀ ̆ Ҍΐ

̆ ץ ľң └Ŀ ̆ ᴑҙ Ŷ̕ף

Ҍΐ Ғҙ ⱬ ȁ Ԉⱬ ̆ Ȃ 

ž ֲ └ ’ 

A.  

Ὲ ֲ ѿ ֲ ’̆ԅ Ḥ ̆ Ḡ

Ḡ ῃ Ȃ 

B.ᴇ ᴇ 

ᴇҺ ‗ԍ Ҭ ᴇ ̆ ᴇҺ

ᴇ ȂῈ ֟ Ҭ ᴇ

Һ Ҭ ᴇ ȁ₮ ᴇ ᴇ Ȃ 

a. Ҭ ᴇ ̆ Ὲ Ҭ ֟ ᴇȂ ȇ

Ҭ ᵬ Ȉ̆ ץ Һ ȁץ ̂ ȁ ̃ҹ ᵝ

Ҭ ̆ Ҭ ᴇ ̆ ѿ ȁ╕ ȁ

Ҭ ᴇ ̕ 

b. ₮ ᴇ ̆ Ὲ ȁ ᴇ Ȃ Ҋ̆ ԍ

Һ ꜚ̆ Ὲ ֲ ᵞ₮ ᴇ ̆ ᴇ

҉̆ Ὲ ֲ ҍ ҙ ∞̆ ῒ ⱬȁ

ⱬȁ ᵬ῏ ’ ҍῒ ₮ ᴇ ̆ ҍҬ ᴇ

̕ Ҋ̆ ԍ ꜚҺ Ὲ ̆ ’Ҋ̆

₮ ᴇ ҍ Ҭ ᴇ ̕ 

c. ᴇ ̆ ȁ ᴇ Ȃ 

╠̆ Ὲ ľ ᴇĿ ̆ ľ ᴇĿ

Ὲ ̆ ᴇҍῈ Ҭ ᴇ Ȃ ԍ ľ ᴇĿ

Ὲ ̆ ץ Ҭ ᴇ ᵬ ῤץ15% ⱴ ̆ Ὲ

ᴇ ᴇȂ 
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C. ≠ȁ ᶛ 

Ὲ ᴆ ץ ≠ ῒ ꞉ ῒ̆Ҭ ≠

̆ ҩ ѿ ΐ Ҭ

≠ Ȃ╠ ꞉ ᴆҺ ̔a.ֽ ԍ ȁ Ҁ ̕b.

ᴋⱵ 100% ҉ץ c̕.Ὲ ₮ ᴇ ԍ ‰ᴇ d̕.Ҍ ₮ ұ ’ȂῈ

ᴋᵥ ᴇ Ȃ 

D.ұ  

Ὲ └ ȇұ SOPȈ̆ ȇ ȈҬ ұ ӈҍ

Ȃ Ὲ ̆ ᾛ ῤ

Ҍ̆ ұ ̕ Ҍ ץ ᵝ ҩֲ ᴇȁ

ᶫ ȁ ̆ ̆ Ȃ 

E. ז  

Ὲ ҍ ȇ ȈҬ ̆ Ҍ ҍῈ

Ԉ ῏֟ ̂ ѿ ȁ ѿ ≢̃̆ ӞҌ ҹ ҍῈ׆ Ԉ

ᴋᵥᴑҙ ≠Ȃ ̆Ὲ Ȃ 

̂2̃  

Ὲ Һ ȂῈ Ԉ ȁ

Ⱶ ⱬ ᵬȂ

Ὲ ֟ Ȃ 

Ὲ Ⱶ ̆ ╠ Ⱶ Ғ

Ⱶ ֲ 3ֲ̆Һ ᵬ ̆ ̆֟

Ύ ҍ ̆ Ⱶ ∞ҍ ̆ ҍ ̆

Ⱶ Ȃ Ҭ̆ Ⱶ ̆ Ὲ ֟ ȁ ᶫ

̆῍ ֟ Ȃ 

Ὲ ѿ ᴪ ԇ 30 90 Ḥ Ȃ 

̂҈̃ ץ Һ ҙⱵȁҺ ֟ Һ ’ 
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Ὲ ץ ̆ѿ Ԋ׆ ȁ ֟ ̆Һ ҙⱵ Һ

Ȃ 

̂ ̃Һ ֟  

1ȁ ╕ 

ȁ

╕

└

῀

Ҭ ᵣ

Ҭ ᵣ

Ҭ ᵣ

/Ҭ ᵣ

D 

ѿ

└

 

2ȁ ╕ 
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└ /҉

ᾟ

῀

Ҭ ᵣ

/Ҭ ᵣ

D 

ѿ

└

 

3ȁ ╕ 

└

└

/Ҭ ᵣ

D 

ѿ

└

└

№

῀

Ҭ ᵣ

 

4ȁ ╕ 
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╕

└

№

῀

Ҭ ᵣ
/Ҭ ᵣ

D 

ѿ

└

 

ԋȁῈ ҙ ’ 

ȇ ҙ№ Ȉ̂GB/T4754-2011̃ ̆Ὲ ҙҹñC27

└ ҙòȂ Ҭ ᴪῈ ȇ҉ Ὲ ҙ№ Ȉ̂2012 ḱ ̃̆

Ὲ ҙҹñC27 └ ҙòȂ 

̂ѿ̃ ҙҺ ȁ ҙ ᵣ└ 

1ȁ ҙҺ  

└ ҙ Һ Ⱶ Ҋ 6ҩ ̆

ȁ ⅞ ᴪȁ ᴪȁ ҙ Ḥ

ȁֲⱬ ᴪḠ Ḡ Ȃ 

̂1̃  

῏ ̕ Ḡ └ ̕ Ύ

̆ ‰̕└ № └ ̆

Ҍ └ ̆ Ῥ ᴇȁ └

̕ ȁ ֟ȁ ȁᶏ ̕

֟ȁ ᴑҙ Ȃ 
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̂2̃ ⅞ ᴪ 

ᵣ└ ̆ ҍ ȁ ⅞

̆ ȁ ῏ ̕ └

̆ └ ῖ ̕ ȁ

ȁᶏ ̕ Ⱶ ῃ ҙ ̕└ ҙ

⅞̆ ҙ Ȃ 

̂3̃ ᴪ 

ҍ ̆└ ᴇ ̆└ ̆

῏ ȁ ̆ ᴇ Ȃ 

̂4̃ ҙ Ḥ  

ҙ Ḥ ֟ҙҬ ȁ

ȁ ȁḤ ֟ҙ ⅞ȁ ‰̕ ҙ ‰̆

ҙ ᵬ̕ ҙ ᵬ̕ ֟ҙ ̕

῏ Ғ ̆ ꜚ ⇔ ֟ Ȃ 

̂5ֲ̃ⱬ ᴪḠ  

ᴪḠ ᵣ ̕ Ḡ ȁ Ḡ ȁ ⅞ ‰̕

ȁ Ḡ Ⱶ Ḡ Ⱶ ȁ Ⱳ ט

̆ ҍ └ȇ Ḡ ȁ ᴴḠ Ḡ ȈȂ 

̂6̃ Ḡ  

└ ҙ ȁ ֟ Ḡ Ȃ 

҉ Һ Ҭ̆ ҙ

̆ ῃ Ȃ ╠̆ ȁ ȁ ȁ

ᵣ ῒ̆Ҭ ȁ

̆ ῤ ᵬ ῒ̆ז

№≢ ῤ ᵬȂ 

2ȁ ҙ ᵣ└ 
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̂1̃ ֟ȁ └  

ȇҬ ֲ ῍ Ȉ ҂ ̆ Ⱳ ֟ᴑҙ̆

ᴑҙ ȁ ȁ ֲ ‰ ȇ

֟ ȈȂ ȇ ֟ Ȉ Ҍ ֟ Ȃȇ ֟ Ȉ

֟ ̆⌠ Ȃ 

ȇҬ ֲ ῍ Ȉ ̆ Ⱳ ᴑҙ̆

ᴑҙ ȁ ȁ ֲ ‰ ȇ

Ȉ̕ Ⱳ ᴑҙ̆ ᴑҙ ҉ץ

‰ ȇ ȈȂ ȇ Ȉ ̆Ҍ Ȃ

ȇ Ȉ ̆⌠ Ȃ 

̂2̃ ֟ȁ └  

ȇҬ ֲ ῍ Ȉ Ӝ ̆ ֟ᴑҙ

Ⱶ └ ȇ ֟ Ȉ ֟Ȃ

֟ᴑҙ ȇ ֟ Ȉ

̕ ̆ ӥȂ ӥ ᴑҙ

ῤ ֟Ȃ 

2011 2 ̆ ȇ ֟ ̂2010

ḱ Ȉ̃̂ ñ GMPò̃Ȃ GMP ֟ᴑҙ ῃ ᵣ

ȁ׆ҙֲ ȁ ᵬ ȁ ῃḠ ȁ └ ԅ

ҹҤ ̆ ֟ᴑҙ ֟ ֟ ₮ԅ ҹҤ

Ȃ GMPԍ 2011 3 1 Ȃ 2011 3 1 ̆

֟ᴑҙȁ ֟ᴑҙ ̂ ȁ ̃ GMP Ȃ

֟ᴑҙ ԇҌ 5 ̆ ᶭ ֟ ̆ ≢№

⌠ GMP Ȃ 

ȇҬ ֲ ῍ Ȉ Έ ̆ ᴑҙ

Ⱶ ᶭ └ GSP Ȃ

ᴑҙ GSP ̕ ̆
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ӥȂ2012 6 2015 6 ȇ̆ Ȉ ң ḱ

̆ ԅ ᴑҙ ȁỮ ȁ ȁ └

̆ Ḡ Ҭ Ȃ 

̂3̃ Ύ ‰ └  

Ύ Һ ῃ Ύ ᵬ̆ɰ ̂

̃2007 ȇ Ύ Ⱳ Ȉ̆ ҳ ȁ

֟ Ȃ Ύ ȁᴏ└ ȁ

ῒ ᾟ Ῥ Ύ Ȃ 

Ҭ ῤ҉ Ύ Ȃ ҉

╕ ȁ ȁ ⱴ Ύ̆ Ȃ

ᴏ└ ̆ ֟ ‰҉ ‰ Ύ

̆ᵖ └ Ȃ ̆ ֟

Ҭ ῤ҉ Ύ Ȃ ᾟ ̆ ȁᴏ└

‰ ̆ ȁ ⱴ ‰Ԋ ῤ Ύ Ȃ

Ῥ Ύ ̆ ‰ ᴆ ֲ ֟

Ύ Ȃ 

ᴑҙ ₮ Ύ ̆ ‰ ᴆ(

Ύ ᴆ̆ )҉ᴪ Ғ ̆ ҹ ‰ Ȃ

֟ᴑҙ ‰ ̆ ֟ Ȃ 

̂4̃ ‰└  

‰ ҹḠ └ ȁ ץ

֟ ̆ ȇҬ ֲ ῍ ‰ȈȁȇҬ ֲ ῍

ῖȈȁ Ύ ‰ ῒז ‰Ȃ 

̂5̃ ̂OTC̃№ └  

№ └ ̆ ⱴ

̆ ֟ȁ ҹ̆ Ὲᴧ ̆⁞

Ҍ ȁḠ Ὲᴧ ῃȂ 
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№ № ̆ ҙ ԍ

Ȃ Һ ̆ ₡ Ȃ

ӯ ѿ̆ ҹ ȁҳ

ᶏ ῃ ̕ ↕ ҙ ΐ ѿ̆ ҹ ҳ

ᶏ Ȃ 

̂6̃ ᴇ└  

₮ ȇ῏ԍ ᴇ

Ȉ̆ ׆ 2015 6 1 № ᴇ̆

ѿ ׅ ₮ ᴇ ᴇ

̆ ῒז ᴇ ԇץ ̆ҌῬ ᴇ ̆ №

↕̆ Ҍ ᴇ ȂῒҬ̔ŵ Ḡ ט ̆

└ Ḡ ט ‰ ᴇ └ Ŷ̕Ғ≠ ȁ ֟

̆ Ὲ ȁ ҍ ∞ └ ᴇ ̕ŷ Ḡ └

ȁ ѿ ᾧ ȁ ᾧ ΐ̆

∞ ᴇ Ȃῒז ᴇ ֟

ᶭ ֟ ᶫ ’̆ Һ└ ᴇ Ȃ 

̂7̃ Ҭ └  

2000 7 ԓ̆ Ҋ ȇ Ҭ ᵬ Ȉ̆

ӊ ₮ ԅȇ ף Ⱳ Ȉ̆ 2001 7 ̆

Ⱶ Ῥ Ҋ ԅȇ῏ԍ ѿ Ạ Ҭ ᵬ Ȉ̆ ץ

҈ҩ ᴆҹ ̆ Ҭ └ Ȃ ̆ Һ

Ҭ ῃ Ȃ 

2009 1 17 ̆ ȇ῏ԍ ѿ

Ҭ ᵬ Ȉ̆ ñ Ҭ ᴑҙ ҹ ֟ᴑҙ

̆ ֟ᴑҙ ΐ ף ⱬ ᴑҙ

̆ ↕҉ ᾛ ѿ ò̆ ҙ Ҭ ᴪ

Ȃ 
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2015 2 28 ̆ Ⱶ ⱲῈ ԅȇ῏ԍ Ὲ Ҭ

ᵬ Ȉ̆ Ҭ ‗ ᵬ ᵬ

Ṣ̆ Ạ ᾟ̆№ ̆ ץ ̂ ȁ

̃ҹ ᵝ ҉ Ҭ ̆ ѿҩ ȁ҉Ҋ ꜚȁῈ ȁ№

̆ ֟ᴑҙȁ ѿȁ ᴇ ȁ Ḥ └ȁῃ ̆

ⱴ ῃ ℗̆ Ḡ ᶫ Ȃ ꞉

⇔ ̆ ѿ Ҭ ҍ Ȃ 

2015 6 11 ̆ ԅȇ ῏ԍ Ὲ

Ҭ ᵬ Ȉ̂ Ȑ2015ȑ70 ̃̆

̆ ᴨᾢ ҳ ȁ ῀ Ḡ ȁ

⇔└Ғ ̆Ὶ ȁ ᾙ ֲ Ȃ 

̂8̃ └  

2009 8 18 ȇ̆ └ ȈῈ ̆

└ ᵬ ꜚȂҍ ȇ Ȉ̂ 2009 ̃ Ὲ

̆ └ ̂ ȁ ̃̆ ҽⱲ

ᶏ ̕ ῃ ῀ Ḡ

̆ ᶛ ԍ Ȃ⌠ 2011 ̆∆ └ ̕

⌠ 2020 ̆ῃ ȁ Ӡ └ Ȃ 

2010 11 19 ̆ Ⱶ ⱲῈ └ ԅȇ Ⱶ ⱲῈ ῏ԍ

Ⱳ └ Ȉ̆ ῒ

ᴨᾢȁᴇ ↕̆ ꞉ ñ Ḥ ò └ ̆

ᾢ ̂ ȁ̃Ῥ Ⱶ ̂ᴇ ̃ ñ Ḥ ò ̆

῀ Ⱶ ̆ Ⱶ Ҭץ ᵞ ᴇ Ҭ Ȃ 

2013 3 13 ̆ ҈ ԅȇ Ȉ̂ 2012

̃̆ ׆ 2009 307 ⱴ 520 Ȃ 

2015 2 13 ̆ ȁ Ӝ ȇ

Ⱳ Ȉ̆ ҽⱲ ῃ ᶏ
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̆ῒז Ӟ ᶏ Ȃ 

̂9̃ Ḡ  

2009 11 30 ֲ̆ⱬ ᴪḠ Ὲ 2009 ȇ Ḡ

ȁ ᴴḠ Ḡ ȈȂ ̆ Ҭ ῍ 2,151

̆ №῍ 1,164 ̆ῒҬ 349 ̆Ә 791 ̆Ҭ №῍

987 ̆ῒҬ 154 ̆Ә 833 Ȃ 

2013 3 ȁ2015 3 2016 1 ֲ̆ⱬ ᴪḠ 2009

ȇ Ḡ ȁ ᴴḠ Ḡ ȈҬ №

№≢ ԅ Ȃ 

Ḡ ץ Ḡ ̆ Ȃ ԍȇ

Ḡ ȁ ᴴḠ Ḡ Ȉ‗ ᶛ̆

̆ ̆ ῀ ԍ ҹ Ȃ 

̂10̃ ѿ ᴇ ᵬ 

2016 2 6 ̆ Ⱶ ⱲῈ ȇ῏ԍ ᴏ└ ѿ

ᴇ ȈȂľ Ŀ ԅ ᴇ ̆ Ύ№ ╠ ‰҉

ᴏ└ ₄̆ ҍ ѿ ↕ ̆ ѿ

ᴇȂ ̂2012 ̃Ҭ 2007 10 1 ╠ ‰҉

ᴏ└ ᵣ└╕̆ 2018 ╠ ѿ ᴇ̆ῒҬ ҳ

̆ 2021 ╠ ѿ ᴇ̕

̆ҌԇῬ Ύ ľ̕ Ŀ ᴑҙᴏ└ ѿ ᴇҬ Һᵣ ᴋ̆

҉ ᴏ└ ̆ ץ Ύ ҹ ̆ ῤ ‰҉

ѿ ᴇ̆ ῤ ѿ ֟ ҉ ֟ ҉ Ӟ̆ ᴇľ̕

Ŀ ꞉ᴑҙ ѿ ᴇ ᵬ̆ ᴇ ̆ ȁ Ḡ

ט ԇ ẁ ̆ᴨᾢ Ȃ 

̂11̃ ľң └Ŀ 

2016 4 21 ̆ Ⱶ ⱲῈ ȇ Ⱶ ⱲῈ ῏ԍ

ᵣ└ 2016 ᵬᴋⱵ Ȉ̂ Ⱳ Ȑ2016ȑ26 ̃̆ ľᴨ



≠└ ᴍ Ὲ                                                       ӥ 

1-1-93 

̆ ̆ ᴍ ῃ ῤ ľң └Ŀ

̂ ֟ᴑҙ⌠ ᴑҙ ѿ ̆ ᴑҙ⌠ ѿ ̃̆

꞉Ὲ ľң └Ŀ̆ ꞉ ҍ ֟ᴑҙ

ȁ ֟ᴑҙҍ ᴑҙ ̆ Ҭ ̆ ᵞ

ᴇ ȂĿ ╠̆ ῍ 11ҩ №̆≢ҹ ȁ ȁ ȁ

ȁ ȁ҉ ȁ ȁ ȁ ȁ ȁ Ȃ 

2016 11 8 ̆Ҭ῍Ҭ ⱲῈ ȁ Ⱶ ⱲῈ ԅȇ Ⱶ

ᵣ└ ῏ԍ ѿ ᵣ└

Ȉ̆ Ὲ ľң └Ŀ̆ ꞉ῒז ľң

└Ŀ̆ ⁞ Ҭ ̆ ᴑҙ Ҭ Ȃ 

3ȁ ᵣ└ 

ᵬҹ ҙ ᴋ̆ᵥ ῀ ̂ └

╕̃̆ ᶭ Ύ̆ ғ ֟ⱴ ȁ

Ҥ GMP̂ cGMP̃ Ȃᴏ└ ₮ ⌠ FDA

ANDA ‰̕₮ ⌠ EMA ‰Ȃץ

Ҋץ ҹᶛ Ȃ 

̆ ҹ ̆ FDAȂ└╕ Һ №

ҹץҊԓ ̔ Ҭ ̂IND̃̆ ԍ Ҭ ̕ ̂NDÃ̆

ԍҒ≠ ̕ ̂ANDÃ̆ ԍᴏ└ ̕

̂OTC̃ ̕ └ ̂BLA Ȃ̃ ╠ Һ Ҭ ᴏ└ ANDA

̆FDA Ҭ ᴏ└ ⱲῈ ᴏ└

‰̆ ‰ ץ ֟ ᴏ└ Ȃᴏ└

֟ ̂ ̃̆ Ҍ ᶫҳ

╠ ̂ꜚ ̃ ҳ ֲ̂ᵣ Ȃ̃ ᴏ└ ╕ ȁ╕ ȁ

ȁ ҹҍ ȂANDA ѿ

Ҋ̔ 
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ANDA

ANDA

ȁANDA

Ғ≠ ӥ

̂6ҩ ̃
ῒז

̂6ҩ ̃ ̂6ҩ ̃

ḱ

ᾟ ֜
180 ῤ

̂cGMP ̃
ANDA ‰

 

4ȁ └ ҙ Һ ֟ҙ  

╠̆ ֟ҙ ꞉ └ ҙ̆ ≢ ΐ ҳ ᴇṿ ᴏ

└ ץ̆ ԍ ȁᾙ ᵬ ԇ Ȃ ̆ ῏

֟ҙ Ҋ̔ 

 ᵝ  Һ ῤ  

Ҭ῍Ҭ Ⱶ ῏

ԍ ᵣ

└  

Ⱶ  2009.3.17 

ῃ Ḡẫᵣ└̆ҹ

ᶫ ῃȁ ȁḂ≠

Ḡẫ ⱵȂ⌠ 2020 ̆ Ӡ

└  

ñ ԋ

ԓò ⅞ 

ȁ

ȁ

 

2011.11.15 

₮

╠ ̆ל ⱬ ╠

̆ꜜⱬ

╠ ѿ ӊ  

ҙñ ԋԓò

⅞ 
Ḥ  2012.1.19 

ⱬ ̆ⱴ ץ

└ ҹ ᶫ Ḡ ᵣ

̆ⱴ ȁ

̆

ȁ ȁ └╕  

ῃñ ԋ

ԓò ⅞ 
Ⱶ  2012.1.20 

‰ ꜚ ⅞Ȃ

‰̆ᴨᾢ

‰Ȃῃ ᴏ└ Ȃ
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ẫῃץȇҬ ֲ ῍ ῖȈҹ

‰ ᵣ Ȃ 

ñ ԋԓò

ᵣ└

⅞  

Ⱶ  2012.3.14 

└ ̆

ῃ ᶏ Ḡ ט Ȃ 

̆ ‰

֟ ҍ Ȃ 

῏ԍ

ѿ ꞉ ⇔

 

 2013.2.26 

꞉⇔ ΐ ҳ ᴇṿᴏ└ Ȃ

ȁ ȁ ֲ ᾙ

ΐ ᵬ ȁΐ Һ ֟

↓῀ ⅞ Ғ ⇔

Ύ ̆ ԇⱴ  

῏ԍḠ ᾙ

 Έ  
2014.5.21 

֟ᾙ ᴇ ԇ

Ȃ ᾙ ╕ ȁ

῀ Ḡ ט Ȃᴨᾢ

ᾙ ֟ᴑҙ ֟ ȁ ֟

 

῏ԍ

└

 

Ⱶ  2015.8.18 

ⱴ ↓῀ Ғ

⅞ ̆ ⌠ ῤ

֟ ⇔ ᾙ Ȃ ᴏ└

ñᴏ ‰ ò ҹ

ñᴏҍ ѿ ò 

῏ԍ ‗

Ύ

ᴨᾢ

 

 2016.2.26 

ᴨᾢ ̔ ֲ

ȁ ‰ ҳ

ҳ ̕ Ҭ ῤ

ѿ ֟ ֟ ȁ

҉ ғ ԅῒ

Ύ ̕ᾙ ғΐ

ҳ ᴨל Ύ  

2016 ҙ

̂Ҭ └ 2025̃

 

ҙ Ḥ

 

Ḥ

₱Ȑ2016ȑ

433  

ᾙ ȁᾙ

╕ ֟ ȁ

ȁ↓῀ȇ ꞉

ᾙ Ȉ ֟ҙ ̆

ץ ҳ ᾙ ῤ

Ҭ ֟ Ȃ ᾙ

ӎ ̆ ᾙ

֟ ֟ҙ ץ̆ ᶫ

֟ ⱬ̆ ᾙ

̆Ḡ ᾙ ᵣẫ Ȃ 

5ȁ ҙҺ ȁ ᵣ└ȁҺ ֲ

 

ֲ ҙ ꞉̆ ⱬ ҙ ȇ̆Ҭ῍Ҭ
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Ⱶ ῏ԍ ᵣ└ Ȉȁȇ ҙά ԋԓέ ⅞Ȉȁȇ῏

ԍḠ ᾙ Ȉ ѿ ↓ ҙ ₮̆ ҙ ẫ

ᶫԅ └ Ḡ ̆ ҹ ֲ ᶫԅ ⱬ Ḡ

̆ ֲ Ȃ 

̆ ₮ ȇ Ⱶ ⱲῈ ῏ԍ ᴏ└ ѿ

ᴇ Ȉ̂ Ⱳ [2016]8 ȁ̃ȇ Ⱶ ⱲῈ ῏ԍ ᵣ└

2016 ᵬᴋⱵ Ȉ̂ Ⱳ [2016]26 ̃ ѿ ↓ ᴆץ ѿ

ᴇȁң └Ȃ 

̂1̃ ѿ ᴇ 

ŵ ᴆ 

2012 1 20 ̆ Ⱶ ȇ ῃñ ԋԓò ⅞Ȉ̂ [2012]5

̃̆ ₮ῃ ᴏ└ ̆№ № ᴏ└ ѿ ᴇȂ

⅞ ñ ȁҳ ᴏ└ 2015 ╠ ò̆ ᵖ ⌠ 2012

̆ Ύ ȇᴏ└ ѿ ᴇ ᵬ ̂

Ȉ̃̆ ѿ ᴇȂ 

2015 8 9 ̆ Ⱶ ȇ῏ԍ └

Ȉ̂ [2015]44 ̃̆ ₮ⱴ ᴏ└ ѿ ᴇ̆ⱬԈ 2018

╠ └╕ҍ └╕ ѿ ᴇȂ 

2015 10 30 ̆ҹԅⱴ ᴏ└ ѿ ᴇ̆ ⱲῈ

ԅȇ ᵣ└╕ └╕ ↕̂

Ȉ̃ȁȇ ᵣ└╕ ₮ ҍ ↕̂ Ȉ̃ȁȇᴏ└

ѿ ᴇֲᵣ ↕̂ Ȉ̃

Ȃ 

2016 2 6 ̆ Ⱶ ⱲῈ ȇ῏ԍ ᴏ└ ѿ

ᴇ Ȉ̂ Ⱳ Ȑ2016ȑ8 ̃̆ ֟ᴑҙ ҍȁ

ѿ ᴇ ῏ ᵬ ₮ѿ ↓ Ȃ 

2016 5 26 ̆ ȇ ῏ԍ < Ⱶ ⱲῈ ῏ԍ
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ᴏ└ ѿ ᴇ > ῏Ԋ Ὲ Ȉ̂2016 106 ȁ̃

ȇ ῏ԍ ᴏ└ ѿ ᴇ ᵬ Ὲ Ȉ̂ 2016 105

Ȃ̃ 

Ŷ ᴆ Һ Ԋ  

A. ᴇ  

2016 Ύ№ ╠ ‰҉ ᴏ└ ̆ ѿ

ᴇ̕ ̂2012 ̃Ҭ 2007 10 1 ╠ ‰҉

ᴏ└ ᵣ└╕ҹ ѿ Ȃ 

B.  

a. ̂2012 Ҭ̃ 2007 10 1 ╠ ‰҉

ᴏ└ ᵣ└╕1̆ 2018 ╠ ѿ ᴇ̆ῒҬ ҳ

̆ 2021 ╠ ѿ ᴇ̕

̆ҌԇῬ ΎȂ 

b. Ύ№ ╠ ‰҉ ῒזᴏ└ ̆ ѿ

ᴇ ῒ̆ז ֟ᴑҙ ↕҉ 3 ῤ ѿ ᴇ̕

̆ҌԇῬ ΎȂ 

C. └╕ ↕ 

֟ᴑҙ ȇ ᵣ└╕ └╕ ↕Ȉ̂

Ὲ 2016 61 ̃ └╕̆

Ȃ 

D. ᴇ  

↕҉ ᵣῤ ѿ ᴇ̆ ȇֲᵣ

ᾧ ↕Ȉ̂ 2016 87 ̃ ̆

֟ᴑҙ ̆ ѿ ᴇⱲῈ ᵣץ ₮

ѿ ᴇȂ 

                                                             
1 ̔ ̂2012 ̃Ҭ 2007 10 1 ╠ ‰҉ ᴏ└ 289ҩ̆

ҹľ289  
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E. ᴑҙҺᵣ ᴋ̆ ꞉ ѿ ᴇ  

֟ᴑҙ ѿ ᴇ ᵬ Һᵣ̆ Һꜚ └╕ ῏

̆ Ḡ ҍ └╕ѿ Ȃ Ҭ ῤ ѿ ֟ ֟҉

ȁ ‰҉ ̆ ѿ ᴇⱲῈ ‰

ѿ ᴇȂ 

ŷ ѿ ᴇ  

A. 289ҩ 2018 ӊ╠ ѿ ᴇ 

ѿ ᴇ ҹ 24ҩ ̆ῒҬ̆

9-12ҩ ̆ 6ҩ ̆ Ύ 6ҩ ᴑ̆ҙ ѿ

ᴇ ᵬ ҹ Ȃ ̆ Ҭ ѿ ᴇ ᵬҬ ᾢ ᴨ

ל ᴑҙ̆ ԈҬ Ȃ 

B. └╕  

̆ ֟ᴑҙ ѿ ᴇ ᵬ Һᵣ̆ Һꜚ └

╕ ῏ ̆ Ḡ ҍ └╕ѿ Ȃ 

└╕ ↕҉ Ӟ̆ ץ Ὲ ̕ ֟

ᴑҙ └╕̆ ̆

ῤ ₮ ̆ ֟ᴑҙ ῏ ᵬȂ ҙ ᴪ

֟ᴑҙ ₮ └╕ ̆ ̕

└╕ Ԉ ̆ Ғ Ὲ ̕

Ὲ └╕Ḥ ̆ ֟ᴑҙ ↕҉ Ὲ └╕

ѿ ᴇ ᵬ̕ └╕ ̆ ֟ᴑҙ ҳ Ȃ 

C.  

ԍ └╕ ̆ Ύ ‰ ‰

῏ Ȃ ԍ ҉ ̆ ԍ Ȃ

׆ ╠ ֟ҙ ̆ №Ҭ ᴑҙ Ҍΐ

ⱬ̆ Ȃ ⱬ ֟ᴑҙ



≠└ ᴍ Ὲ                                                       ӥ 

1-1-99 

ѿ ᴇҬ ԍᴨל ᵝȂ 

D.  

ȇ ҳ Ⱳ ̂ Ȉ̃ [2004]44

ᴆ̆ ╠ ῤ ֲᵣ ҳ └Ȃ

2016 06 21 ῃ ᵬ ᴪ ᴏ└ ѿ ᴇ ᵬ

ᴪ ̆ ╠ ҳ 475 ғ̆ Ҭ ҈

̆ῒҬ 140 ΐ 1 ҳ BE Ȃ

ҍ ̆ ҹ ̆ ԅῈ

̆ ῏ Ȃ ̆ҳ ץ

Ȃ 

2016 5 31 ԅȇ ῏ԍ ҳ

ҳ Ὲ Ȉ̂ 2016

110 ̃̆ ץ Ⱶ ̆ⱴ ҳ ̆

ҹ 45ҩ ᵬ Ȃ 

2016 11 22 ̆ ȇᴏ└ ѿ ᴇ ᵬ

ȈҬ ⌠̆ ᴪ ῏ Ԋ Ȃ

ⱴ̆ ҳ ᴨ̆ᾢ ᴏ└

ҳ Ȃ 

Ÿѿ ᴇ  

ҹԅ ꞉ᴑҙ ‰ ȇ̆ ῏ԍ ‗ Ύ ᴨᾢ

ȈҬ ̆ Ҭ ῤ ѿ ֟ ֟ ȁ

҉ ғ ԅῒ Ύ ̆ ץ ᴨᾢ

Ȃ 

ȇ῏ԍ ᴏ└ ѿ ᴇ ȈҬ ̆ ῤ ֟ᴑ

ҙ ȁ ‰҉ ᴏ└ ̆ ץ Ύ ῏ ҹ

̆ Ύ№ ҉ ̆ ‰҉ ѿ ᴇ̕

Ҭ ῤ ѿ ֟ ֟҉ ȁ ‰҉ ̆
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ѿ ᴇȂ 

╠̆ ᴑҙ ҉ ԅᴨ ̆ Ҭ

Ὲ ȇ ῀ᴨᾢ Ύ Ὲ Ȉ̂ ԋ ̃̔ ҙ

̂ C̔YHS1600039̆ CYHS1600044̆ CYHS1600045̆ CYHS1600049̃

҉ ̆ ῤ҉ ᴨᾢ ̕ Ҭ ȇ ῀

ᴨᾢ Ύ Ὲ Ȉ̂ ̃Ҭ̆ ≠└

̂ CYHS1200388̃ ֜ ANDA ̆ғ FDA

ᴨ ̆ ̂ CYHS1201787̃ ‰

҉ ̆ FDA ᴨ ̆ ̂

CYHS1402021̃ ֜ Ύ ̆ GMP ᴨ

Ȃ 

ԍΐ ȁ Ύȁ ֟ ⱬ ֟ᴑҙ̆ ≠ ȇ

῏ԍ ‗ Ύ ᴨᾢ Ȉ ȇ῏ԍ ᴏ└

ѿ ᴇ ȈҬ ѿ ↓ ̆ ֟

҉ ׆̆ ᴨלȂ 

Ź ѿ ᴇ ֲ ֟ ץ̆ ֲ

ΐᵣ ’ 

A. ѿ ᴇ ֲ  

ֲ ᴏ└ ѿ ᴇ ῏ ᵬ̆ ᵣ└╕

̆ñ289òҬ῍ 5ҩ 6ҩ ̆ñ289ò ᵣ└╕῍

23ҩ 29ҩ Ȃ 

ñ289òҬ 5ҩ ̆ ῤ ῀ ҙ ῀ Ҍ 2%̆

ֲ ҙ ȂῒҬ ⱬ ңҩ ̆ ֲ

̆ Ȃ 

ԍñ289 òץ 23ҩ ̆ ѿ ᴇ

̆ ֲ ᾟ ѿ ᴇ Ȃ 2016 12 ̆ῃ

ῤ ֟ ֜ѿ ᴇ Ύ ̆ ҳ ҍḤ Ὲ
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̂http://www.chinadrugtrials.org.cn/̃ ⌠ ֲᵣ

ҳ Ὲ ̆҉ ’ ̆ 23ҩ ȇ῏ԍ ᴏ└

ѿ ᴇ ȈҬ 4 ҉ץ ̂Ḡ ᵀ

ҳ BE 6ҩ ȁѿ ᴇ 6ҩ ̆

ѿ ᴇ ̆ῒז ֟ᴑҙ ↕҉ 3 ῤ ѿ

ᴇ̆ ̆ҌԇῬ Ύ Ȃ̃ ̆ ԍῈ

ⱬ̆ ֲ ҹᾟ ҉ 23ҩ ѿ ᴇ

ᵬȂ 

B. ֲ ΐᵣ ’ 

╠ Ὲ̆ ѿ ᴇ ᵬ ԅ ᵣ ⅞ └̆ ԅ ᴇ

↕̆ Ὲ ѿ ̆ ֟ Ȃ 

ѿ ᴇ ᵬ Ҋץ ↕ ̔a. ȁ ≠

ᴨᾢ ̕b.№ ȁ№ ̕c. Ὲ

Ύ ̆ ῤ Ύ ̕d. ԍ ᴇ ȁᾙ

ᴨᾢ ̆Ὶ ᴪ ᴋ̕e. Ҍ ԍñ289òȂ 

C. ֲ  

a.ү Ύ  

Ὲ ץ ѿ ⱬ ᵬ̆ҹ ῤ ѿ

Ύ Ὲ ̆ Ҭ ᴑҙ└╕ ᾢ ᴑҙ Ȃ ╠̆

ֲ ҩ ╕֟ Ύ ȁ ҉ ‰Ȃҍ ᵣ└╕ GMP

̆ ╕ ֟ └҉ ҹҤ ̆ῒ

GMP └ Ȃ ╕ ҍ Ύ ̆ ѿ ᴇ

ᵬ Ҭ̆ ֲ ΐ ᾟ ⱬᴨ̆ל Ḡ҉ ѿ ѿ

ᴇ ֟ ≠ ̆ ֲ ₡Ṣ ᴨ̆ל ҈

̆ ≠ ѿ ᴇ ᵬȂ 

b. ᵬΐᵣȁ  

ҹḠ ѿ ᴇ ᵬ̆Ὲ №≢ ȁ Ҭ ֲ ȁ
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῏ №̆ ᵣ֟ ѿ Ῥ ȂҺ

ז № ȁ ז ȁ ז ╕ȁ ȁ

ȁ ╕ȁ ╕ȁᾥ

ȁ ԋ ȁ ȁ ѿ

ԋ ̆ ῀ └ ֲᵣ

Ȃ 

c. └╕  

ֲ ѿ ᴇ ᵬ ԅ╠ ̆ └

╕ ᵬ̆ └╕ ҹ ғ ̂ ῤ ҉

Ȃ̃Ὲ ≠ ╠ ̆ ҍᴧ

̆ └╕ ҹ̆Ὲ ╠ ᴇ ᵬ ԅ

Ȃ ╠ Ὲ̆ ѿ ᴇ └

╕Ȃ ԍ └╕ Ὲ̆ ף

̆≠ ׆ ѿ ᴆ ῏Ȃ 

d. Ғҙ ֲ ȁҳ  

ҹ ≠ ѿ ᴇ ᵬ̆Ὲ ѿ ↓ ⱬꜚף Ғҙ ֲ ̆

῀ᾢ ҳ ̆ ҳ Ғ̆ ֲᵣ

ᵬȂ 

ԍ Ҍ ̂ ֟ ̃̆ Ὲ BE

̆ Ҭ ᵣῤѿ ᴇ̆

̆ ֟ ֟ ⱳ Ȃ 

ԍѿ ᴇ֟ Ὲ̆ ῤ ҳ

CRO ᵬᴩᵄ̆ ҉ Ὲ ȁ ̂҉ ̃

Ὲ ȁ ԋ ȁ ֤ҕ Ȃ

֓ FDA ᶛ̆

҉ ᵬ ȁ ῤ Ύ ׆̆ ᴨᾢ

Ȃ 
























































































































































































































































































































































































































































































































