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Rank 2005 Rank 2013 Rank 2017

1 United States 1 United States 1 United States

2 Japan 2 Japan 2 China

3 Germany 3 China 3 Japan

4 France 4 Germany 4 Brasil

5 Italy 5 France 5 Germany

6 UK 6 Italy 6 France

7 Spain 7 Brasil 7 Italy

8 Canada 8 UK 8 Russia

9 China 9 Canada 9 UK

10 Mexico 10 Spain 10 Canada

11 South Korea 11 Australia 11 India

12 Brasil 12 India 12 Spain

13 Turkey 13 Russia 13 Mexico

14 Australia 14 Turkey 14 South Korea

15 India 15 Mexico 15 Australia

2013 ̆Ҭ ⌠ҕ ҈ᵝȂ2015 Ҭ
2200ַ ᾝ̆ 11.5%Ȃ 

China became the third largest pharmaceutical market in the world in 

2013. In 2015, Chinese pharmaceutical market value reached over 

220 billion USD, up by 11.5%. 

Ѧᶁת ӯẛҒѝᴦṜ  ם
Current Development Status of the Chinese Healthcare Industry 
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2015 ̆Ҭ ҙ ֟ṿ 2.8̓ ַᾝ̂4400ַ ᾝ̃̆
15.7%Ȃ 

In 2015, Chinaôs pharmaceutical and medical industry output reached 

around 2.58trillion  RMB (440 billion USD), up by 15.7%.  
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Chinese Pharmaceutical Industry  

   1 

  2 

3 

4 

5 

6 

7 

8  

API 

└╕ 

Formulation 

Ҭ    

    Herbal Silces 

 

 

 

  

    Sanitary Materials 

   & Medical Supplies 

└  

Biological and  

Biochemical 

Product 

Ҭ  

    TCM  

 

└   

 Pharmaceutical 

Machinery 

ת  

└  

 

 Medical Equipment 

and Instruments 

 

Compound growth rate  20%  

4400ֽ  



China Chamber of Commerce for Import & Export  of Medicines and Health Products 

Chinese Medicinal Industry  

Made in China 
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2015 ̆Ҭ Ḡẫ ₮ 1026ַ ᾝ̆ 4.73%Ȃ 

In 2015, the trade volume of Chinaôs health products (medicines and 

medical devices included) reached 102.6b USD, up by 4.73%. 
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6ȁ ῀̆ѿ ᾢ
֟ ₮ 

 

7ȁ ̆
 

I̧ndustry chain extended from APIs to finished 

products 

 

Ȩxport to emerging markets has seen steady growth 

 

Çhinaôs market keeps on expanding, and import grows 

faster than export 

 

Ŗapid Development in new areas such as 

biopharmaceuticals and IVD 

 

A̧n array of leading Chinese local companies and 

brands are developed 

 

I̧ncreasing investment on R&D helps to bring about a 

number of internationally leading technologies and 

products 

 

P̧reliminary overseas distribution network has been set 

up as a result of M&As 
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8ȁ Ύ ᴠⱴ  

Paces of international registration are accelerated  

 

ᴑҙ 

API companies  

EDQM COS/CEP ӥ 

The number of COS/CEPs from EDQM  

>600 

ᴑҙ 

API companies  

DMF ᴆ 

The number of DMFs 

>1400 

└╕ᴑҙ 

Formulations 

manufacturers  

GMP  

The number of companies that were GMP-

certified by US, EU countries and  Japan 

>50 

└╕ᴑҙ 

Formulations 

manufacturers  

ANDA  

The number of ANDAs that were filed with US 

FDA 

>40 

ᴑҙ 

Pharmaceutical 

manufacturers  

WHO PQ  

The number of generics that were PQ qualified 

by WHO 

APIs: 28 

FDF: 16 

Vaccine: 3 
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҆ Ѧᶁת ר ֹẘᴢ῏ᾚᴩצ 
Overview and latest changes of the Chinese regulatory system 

1. Ҭ └   Drug Management System 

CFDA 

ȇ Ȉ 

Drug Administration Law 

ȇ ᶛȈ 

Regulations for Implementation of The 

Drug Administration Law 

ȇ Ύ Ⱳ Ȉ 

Methods on the Administration of Drug 

Registration 

Â 4200 ҩ
 

Â more than 4200 

imported drugs 
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2. Ҭ GMP  Implementation of new 

Chinese GMP 

2010

GMP 
New GMP 

adopted in 

2010 

 

1. ᴑҙ ᵣ  

    Companies to establish and improve Quality  

    Management System 

2. ᴑҙ׆ҙֲ  

    Enhance qualification of personnel  

3. ᵬ ȁ ֟ ᴆ  

    Better documentation  such as operating procedures  

    and production records 

4. ֟ ‰ 

    Raise production standards of sterile medicinal products 

5. ѿ ↓ └  

    New procedures added to quality risk management 
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ķ́ 34ҩ ᴆ̆ 4ҩ ᴆ̆ ѿ GMP  

U̧pdated 34 quality related procedures, added 4 documents, and improved 

GMP inspection. 

 

¸ ꜚҬ ֟ҙᴨ ⱷ ȁῚ Ȃ 

M̧ade weaker companies to be phased out, and the industry to conduct 

mergers and acquisitions. 

 

¸ GMP ҍWHO ↕ ѿ ̆ ⌠ ᾢ Ȃ 

Ţhe new GMP is in line with WHO rules to ensure that the qualities of 

Chinese products are geared to the international standards. 

2. Ҭ GMP  Implementation of new 

Chinese GMP 
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¸ GMP ̔2015 12 31 Ȃ 

Ḑeadline for enterprises passing the new GMP inspection: Dec. 31, 

2015.  

 

¸ ̆CFDA῍ GMP ӥ̔ 7000 Ȃ 

B̧y the end of last year, about 7000 GMP certificates were issued by 

CFDA. 

 

2̧015 CFDA ԅ144 GMP ӥ̆ 140 ᴑ 

I̧n 2015, CFDA  withdrew 144 GMP certificates from 140 companies 

by unannounced inspection. 

2. Ҭ GMP  Implementation of new 

Chinese GMP 
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Implementation of the Drug Administration Law. 

Ҭ ȇ Ȉḱ Ȃ 1 

On April 24, 2015, the revised Drug Administration 

Law was publicized. 

It has strengthened supervision during the use of 

drugs, adjusted thinking on drug pricing. 

2015 4 24 ̆Ҭ ȇ Ȉḱ Ὲ Ȃ 

ⱴ ᶏ └ ̆ ᴇ ̆

ᴇ ľ ĿȂ  

3. Ҭ     Latest changes of 
the Chinese Regulatory System 
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Release of the Chinese Pharmacopeia 2015. 

2015 ȇҬ ῖȈḱ Ȃ 2 

The Chinese Pharmacopeia 2015 

edition has been implemented 

since December 1, 2015. The new 

edition expanded the scope of 

products to be 5608 types. 

ῖ ԍ 12 1

̆ ѿ

ḱ ̆ ⌠5608 Ȃ 



China Chamber of Commerce for Import & Export  of Medicines and Health Products 

Implementation of the new Environmental Protection Law. 
ȇ Ḡ Ȉ ḱ Ȃ 

3 

On January 1, 2015, the newly revised Environmental Protection Act,  

ñthe strictest environmental protection law in Chinese historyò, was put 

into formal  effect. It  has a great influence on the API  industry. 

2015 1 1 ̆ ḱ ȇ Ḡ

Ȉ ̆Ҭ ľ ҉ Ҥ Ḡ

ĿȂ ԍ ҙ  Ȃ

Ḡ ҉ ̆₮ ᴇ ҉ Ȃ 
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Revising registration procedures for medical devices and in-vitro 

diagnostic reagents. 

ḱ ԅ ȁᵣ ╕ Ύ Ⱳ Ȃ 

4 
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Pilot of MAH system in China. 

҉ ֲ└ Ȃ 
5 

In  November 2015, MAH  system began to be 

tested in 10 provinces of China. The system 

would facilitate innovation, boost market 

vitality,  increase quality  management and 

optimize resource allocation.  

 2015 11 ̆ ҉ ֲ└

ῤ ҩ ȂḆ ⇔ ̆

ⱬ̆ᴨ Ȃ 
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Policy of consistency evaluation of generic drugs will implement. 

ᴏ└ ѿ ᴇ Ȃ 6 
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The direction of China's policy and system reform. 
Ҭ └ Ȃ 
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є Ѧᾤת ᾮᴢΊΎᴿӏ׀ᾼ 
China-Japan Healthcare Trade and  the Prospect of Future Cooperation 

1. Ҭ ’ China-Japan healthcare trade  

» Ҭ ᴩᵄ╠҈ Ȃ2015 ̆ Ҭ
7.4%Ȃ 

» Japan has long been one of Chinaôs top three trading partner in the 

healthcare sector. In 2015, China-Japan healthcare trade took 7.4% of 

Chinaôs total foreign healthcare trade with the world. 
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2015 ̆Ҭ ₮ 16.93ַ ᾝ̆ 43%Ȃ 

In 2015, Chinaôs API export volume to Japan reached 1.693b USD, 

accounting for 43% of the total. 

₮ ҹҺȂ 

APIs are the main exported products. 

 

APIs 

Å Citric acid 

Å Vitamins 

Å Amino Acid 

Specialized APIs 

Å Statins 

Å ≠ Perindoprils 

Åז  

ÅSartans 

APIs for 
biochemical drugs 

Å
protein-derivatives 

Å enzyme 

Å heparin 
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2015 ̆Ҭ ₮ ҍ 6.72ַ ᾝȂ 

In 2015, Chinaôs total Hospital diagnostic and treatment devices export 

volume to Japan reached 0.672b USD. 

Ҭ ֟ ₮ Ȃ 

Medical devices and TCM exports getting 

ever more popular. 

 

Hospital diagnostic 
& treatment devices  

ÅX ת
X-ray tomography 
instrument 

Å ῍
MRIs 

Å ΐMedical 
Furniture 

Ḡẫ  

Rehabilitation 
products 

Å ΐMassage 
equipment 

Å ֲ
Assistive Devices 
Support disabled 

Å ⱬ
Vision correction 
equipment 

 

Herbal extracts 

Å Concrete 

Å
Glycyrrhetate 

Å Rutin 


