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SFDA Commissioner Shao Mingli 

met  with U.S.  Delegation led by 
Dr. Ira Kasoff, Assistant to Under 
Secretary of U.S.  Department of 
Commerce on August 20, 2010   Both 
parties retrospectively reviewed China-
US cooperative relationship under 
the framework of  China-US Joint 
Commission on Commerce and Trade 
(JCCT). In depth discussions were held 
on issues concerning medicine, medical 
device and health-care foods.

(August 21, 2010)

S F D A  C o m m i s s i o n e r  S h a o 
Ming l i  met  w i th  Dr.  John  L im, 
Chief Executive Officer of Singapore 
Health Sciences Authority on August 
17, 2010   Discussions and talks were 
held concerning issues pertaining to 
the latest revision of China's GMP, 
developments of the informationization 
of  Drug Adminis t ra t ion in  China, 
updates of Singapore's Drug Supervision 
and Administration, and exchanging 
views on strengthening and reinforcing 
in te rna t iona l  communica t ion  and 
cooperation between both parties.
  (August 18, 2010)

SFDA Commissioner Shao Mingli 

met with Ms. Margaret Hamburg, the 
Director General of FDA of the United 
States in Beijing, on August 11, 2010 
Reviewed the development of cooperation 
between the two nations since the signing of 
the Cooperation Agreement on the Safety of 
Drugs and Medical Devices in 2007. Both 
parties  also had in-depth discussions about 
how to strengthen the safety supervision of 
drugs and medical devices and how to better 
ensure safe medication. (August 16, 2010)

SFDA Deputy Commissioner Wu 
Zhen met with Denmark Delegation led 
by Ms. Jytte Lyngvig, CEO of Danish 
Medicines Agency on September 9, 2010  
Both parties exchanged views on issues of 
common interests about drugs and medical 
devices. (September 10, 2010)

S F D A D e p u t y  C o m m i s s i o n e r 
Bian Zhenjia supervises the specific 
rectification program  addressing drug 
safety  On September 9, SFDA Deputy 
Commiss ioner  Bian  Zhenj ia  v is i ted 
Beijing Drug Administration to inspect 
developments to rectify specific drug 
related issues on drug safety. He praised 
the achievements made by Beijing Drug 

commenced.  He pointed out that local 
Food and Drug Adiministration should 
work under the unified arrangement 
of  SFDA, pay greater  at tent ion to 
rectify drug safety concerns, overcome 
difficulties, ensure strict implementation 
of the drug safety and accountability 
system, strengthen supervision and 
guarantee the quality and safety of drugs. 

(September 10, 2010)

S F D A D e p u t y  C o m m i s s i o n e r 
Bian Zhenjia attends the opening 
ceremony del ivering a speech at 
China International Medical Device 
Regulatory  Forum 2010   China 
International Medical Device Regulatory 
Forum 2010 was held by China Center 
fo r  In t e rna t iona l  Pha rmaceu t i ca l 
Exchange from September 7 to 10, 
2010. SFDA Deputy Commissioner 
Bian Zhenjia attended the opening 
ceremony g iv ing  a  speech  on  the 
implementation of systematic rules and 
regulations concerning the supervision 
and management of China's medical 
device and to reinforce international 
c o m m u n i c a t i o n  a n d  s c i e n t i f i c 
administration in this sector.

(September 10,  2010)
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SFDA Departments no longer accept Applications on  
Accreditation and Approval of Drug Tendering Agencies

SFDA will conduct a national inspection to  the 
supervision and administration of drug circulation

Ministry of Health,  State Administration of Traditional 
Chinese Medicine and State Food & Drug Administration issue 
Opinions on Strengthening the Management of Traditional  
Chinese Medicinal Preparation in Medical Institutions

9 8

2010 9 8

8 30 9 10

2010 8 30

8 24

According to State Councils Decision 
o n  C a n c e l l i n g  a n d  D e c e n t r a l i z i n g 
Management Layers for the Fifth Batch 
o f  A d m i n i s t r a t i v e  A p p ro v a l  I t e m s ,
“Qualification Accreditation of Drug 
Tendering Agencies” is now listed as 
cancelled administrative approval items. 
To ensure smooth transition of relative 
systems after the cancellation date of these 
administrative approval items, SFDA made 
specific regulations on correlating matters 
on September 8. From this date, the two 
notices, Notice re Issuing Management 
Approach on Qualification Accreditation 
and the Administration of Drug Tendering 
Agencies and Notice concerning the 
processing work of Accreditation of Drug 
Tendering Agencies, are abolished.

To further strengthen the supervision on 
drug circulation and get in touch with the 
status of China's pharmaceutical companies, 
from Aug.30 to Sep.10, 2010, SFDA 
organized a number of inspection teams to 
carry out nationwide investigations on the 
replacement of licenses of pharmaceutical 
companies and the work of categorized 
drugs management. 

Through formal work reports, discussions, 
sympos i a  and  f i e ld  i nves t i ga t i ons , 
the inspection teams shall  l isten the

In order to strengthen the management of 
traditional Chinese medicinal preparations 
and promoting the development of these 

Local Food and Drug Adiministration 
in all provinces no longer Applications 
on  Accreditation and Approval of Drug 
Tendering Agencies. Former qualifying 
certificate obtained by drug tendering 
agencies will be automatically cancelled 
from its expiry date. SFDA demanded that 
Local Food and Drug Adiministration in 
all provinces, autonomous regions and 
municipalities directly under the central 
government conscientiously implement 
drug administration functions under the 
leadership of local governments, actively 
cooperate with departments concerned to 
implement and synchronize centralized 
drug tendering and procurement.

(September 8, 2010)

reports concerning the specifics of the 
inspections from the local Food and Drug 
Adiministration, and ideas and suggestions 
on drug administrative work from enterprises 
to continuously improve and enhance the 
level of administration and inspection.

(August 30, 2010)

preparations in medical institutions, MOH, 
SATCM and SFDA jointly issued Opinions 
on Strengthening the Management of 
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2010Launching Ceremony of the 2010 Version of Chinese 
Pharmacopoeia----Promoting education and training for 
better drug administration and inspection

9 15 2010

40% 70%

2010 10
1

2010

2015

2010 9 16

O n  S e p t e m b e r  1 5 ,  t h e  l a u n c h i n g 
ceremony of the 2010 Version of Chinese 
Pharmacopoeia was held in Beijing. Vice-
chairman of the NPC Standing Committee, 
Sang Guowei stated that the new version of 
Chinese Pharmacopoeia not only recorded 
40% more of drug species but also improved 
or raised the standards of 70% of the former 
recorded species. The promotion and 
implementation of the new Pharmacopoeia 
will inevitably impact the pharmaceutical 
market as more and more low-quantity drugs 
are weeded out of the market place. The new 
Pharmacopoeia is of great significance in 
enhancing the safety level of people's drug 
safty, boost the international competitiveness 
of Chinese medical products, and further 
promote the restructuring of China's 
pharmaceutical industry.

The 2010 Version of Chinese Pharmacopoeia 
will come into effect as of August 1, 2010. 
SFDA Deputy Commissioner Wu Zhen put 
forward requests on how to implement the 
2010 Version of Chinese Pharmacopoeia: 

1. Strive for better popularization and 
training for the new Pharmacopoeia;

2 .  S t r e n g t h e n  t h e  s u p e r v i s i o n  a n d 
inspection of the implementation of new

Pharmacopoeia.

R & D institutions, drug manufacturers 
and distributors are all required to be 
fully aware of the technical renovations 
and adjustments prescribed by the new 
Pharmacopoeia, actively organize and 
carry out  equipment  renovat ion and 
technological innovation, to secure the 
development and production of qualified 
products within the standards set forth by 
the new Pharmacopoeia. local Food and 
Drug Adiministration at all levels should 
resolve administrative approval items 
applied for by enterprises according to 
the requests of the new Pharmacopoeia 
and reinforce supervision and inspection 
on i ts  implementation.  Local  Health 
administrative departments at all levels 
should motivate all medical institutions 
to be crystal clear of the standards set 
forth by the recorded species in the new 
Pharmacopoeia so as to regulate the clinical 
application of drugs.

3. Further propel consistent development 
work of national drug standards. SFDA shall 
put on the agenda the compilation of the 
2015 Version of Chinese Pharmacopoeia 
To let the work scientificly arranged and 
actively promoted. (September 16, 2010)

2010 8 30

Traditional Chinese Medicinal Preparation 
in Medical Institutions on Aug.24.

T h e  j o i n t  o p i n i o n s  e l a b o r a t e d  t h e 
principles and measures for strengthening 
the management of traditional Chinese 
medicinal preparation in medical institutions 
through five aspects: (1) Become aware of 
the significance in developing traditional 
Chinese medicinal preparation in medical 
institutions. (2) The basic principles in 
developing traditional Chinese medicinal 
preparation in medical institutions. (3)
Strengthen drug registration management 
of traditional Chinese medicinal preparation 
in medical institutions. (4) Improve the 

management of making up of traditional 
C h i n e s e  m e d i c i n a l  p r e p a r a t i o n s  i n 
medical institutions. (5) Strengthen the 
management of the utilization of traditional 
Chinese medicinal preparations In medical 
institutions,

The MOH, SATCM and SFDA stipulated 
t ha t  t r ad i t i ona l  Ch ine se  med ic ina l 
preparation made in medical institution can 
only be used under the direct supervision 
of physicians inside the medical institution 
and that open-market distribution or any 
disguised forms of marketing, e.g. covert 
dealing via Internet or mail-order systems is 
strictly forbidden. (August 30, 2010)
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Guide for On-site Inspection of the Manufacturing of Registered 
Drugs

8 18
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of on-site inspections in the manufacturing 
of registered drugs,  Center for Drug 

guide for  On-si te  Inspect ion for  the 
Manufacturing of Registered Drugs. This 
guide was issued on August 8. The contents 
are:

1. Applicant should present an On-site 
Inspection Application to Center for Drug 
Evaluation of SFDA within six months 
after receiving Drug Evaluation's Notice 
of a pending On-site Inspection for Drug 
Manufacturing.

2. The application for inspection must be 
submitted in both paper and electronic file 
formats. After receiving, from the Center 
for Drug Evaluation of SFDA, the notice of 
an on-site inspection, the applicant should 
log into the website of the Center for Drug 
Certification of SFDA (http//www.ccd.org.
cn) click on the button "On-site Inspection 
for the manufacturing of Registered Drugs" 
(abr. System) complete the forms and submit 
online.

SFDA has received SFDA Center for Drug 
Evaluation's Notice of On-site Inspection for 
Drug Manufacturing and has registered and 

applicant, relative drug applicant and the 
serial number of acceptance will be listed 
in an online application from for On-site 
inspection of New Drug Manufacturing 
thereby opening the User Interface of 
electronic application forms automatically.

4. Applicant is required to check correlating 
information of their drugs in the "public 
notification section of application” for On-
site Inspection of New Drug Manufacturing". 
Click "create electronic application form", 

name of the manufacturing unit, acceptance 
date of new drugs, the serial number of on-
site inspection and the verification code 

temporarily distributed by the online system. 
Once all these procedures are completed, 
the interface shall be gained for online form 
completion for the relevant drug.

5. The applicant shall complete and fill 
in accurate and true information on the 
Application Form for On-site Inspection 
of the Manufacturing of Registered Drugs 
(hereafter referred to as Application Form) 
and to include the manufacturing information 
of three (3) batches of product samples 
applying for registration and manufacturing. 
No incomplete grid in the application form 
is allowed to be void of information. If 
there is no relevant information required 
in a particular grid, insert the word None. 
Unauthorized modification on the format 
and content of the Application Form is 
forbidden. For more detail, review the 
Instructions in the Application Form.

6. The applicant can temporarily save their 
edited data by clicking the “save” button at 
any stage during the application procedure 
on the form. Prior to formal submission, the 
Application Form can only be printed in 
test print format without the bar code data. 
The test printed format cannot be used as a 
formal submission version.

7. After completing and confirming the 
accuracy of the relative information, 
applicant can click the "submit" button to 
dispatch the electronic information to the.
Center for Drug Certification of SFDA. 
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Application Material Requirements for the Conversion of 
Prescription Drugs to Non-prescription Drugs

6 30

1

2 1 3 4

In order to guide drug registration applicants 
in the preparation of application material for 
the conversion of prescription drugs to non-
prescription drugs, in light of the Notice on the 
Evaluation of the Conversion of Prescription 
Drugs to Non-prescription Drugs (Guo Shi 
Yao Jian An [2004] No.101), the Eveluator of 
the Center for Grug Eveluation of SFDA has 
provided the following recommendations.

I. COMPREHENSIVE REQUIREMENTS

1. The appraisal of the conversion of 
prescription drugs to non-prescription 
drugs belongs to the scope of reeveluation 
of marketed drug, in which retrospective 
study is the major concern. Hence, an 
overall retrospection and analysis should 
be performed on the relevant research data 

11
100061
8.

9 .

10.
6 6

11.

2010 8 19

Next, print three (3) copies of Application 
Form (the formal submission version with 
bar codes on upper left corner) -- Mail the 
all three copies with official seal and the 
perforation seal plus one (1) photocopy (4 
copies in total) to the Second Inspection 

at the following address: F3, Building 
No.11, Fa Hua Nan Li Residence, Chongwen 
District, Beijing. Zip code 100061.

8. Paper-copy Application Forms must be 
submitted via mail. If special circumstances 
occur when the forms are sent via secure 
courier services, the authorized delivery 
trustee (courier) has to present a valid Letter 
of Authorization submitted by the Applicant 
and a photocopy of his/her personal ID. 
Without the Letter of Authorization and 
photocopy of courier’s ID, the Application 
Forms shall not be accepted.

9. After receipt of both the electronic and 
paper copy Application Forms, the Center 
for Drug Certification will initiate official 
work procedures on the inspection of the 
drug. While official procedures are being 
worked through, the electronic application 
system will send feedback to applicants 
notifying them of their application status.

10. The electronic application system has 
a six-month time limit for the drug applied 
manufacturing unit. The online application 
interface will terminate after the 6 months if 
no Application Form is submitted. Then the 

inspection work procedures forthwith.

11. Should applicants not be able to 
submit the inspection application within 
the six-month time limit as prescribed 
by the Regulations on Administration of 

reasons i.e. laboratories are undergoing 
technological renovation etc., the Applicant 
is required to submit a postponement 
application completed in written form 
and submit this to the Center for Drug 
Certification before expiry of the deadline 
date. The postponement application should 
include information of the applicant, name 
of the drug, acceptance serial number, 
reason for postponement, time limit for 
postponement etc and include confirmed 
statements issued by the Local Food and 
Drug Adiministration. A carbon copy of the 
Postponement Application should then be 
sent to The Center for Drug Evaluation for 
putting on record. (August 19, 2010)
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of the drug. The literature survey should 
be done in the major medical literature and 
journals at home and abroad and it should 
be ensured that the relevant literature has 
been included in the review. The full text of 
the main documents should be attached and 
Chinese translations must be provided for 
literatures involving foreign languages. If 
relevant literatures are more, the electronic 
version (CD) should be provided.

2. The items 1, 3 and 4 of the application 
material must be provided as electronic 
documents.

3. The public literature references quoted 
should indicate the literature source. Non-
public literature should specify the research 
institution, research date and proof of 
research institution (such as the seal stamp, 
available in form of a copy).

4. If the relevant research data is not 
available, for the traditional Chinese 
medicine brlonging to category I or the 
chemical drug belonging to category I, an 
explanation is required indicating why this 
research could not be performed. If the 
relevant literature cannot be searched, an 
explanation and the scope of the literature 
searching is required.

5. The summarized data required in the 
application material indicate that the 
applicant should provide a summarization of 

conversion of a prescription drug to an non-
prescription drug, rather than summarized 
literatures.

6. The application material should be printed 
(or copied) on A4 paper and be bookbound .

II. DATA REQUIREMENTS 

(i) Summarized Data

1. Application form for the conversion of 
a prescription drug to an non-prescription 
drug

The application form should be filled in 
strictly according to the Notice on the 
Evaluation of the Conversion of Prescription 
Drugs to Non-prescription Drugs  (Guo Shi 
Yao Jian An [2004] No.101). The names of 
toxic traditional Chinese herbal materials 
should refer to the list of toxic herbal 
materials in the Management Principles for 
the Conversion of Traditional Chinese Patent 
Medicines Containing Toxic Materials to 
Non-prescription Drugs.

2. Catalog of application material 

The names and number of page of all 
data or documents provided in all items 
must be listed on the catalog, such as the 
names of all documents in the item "Proof 
Documents", the standard names of every 
ingredient in the item "The Legal Quality 
Standards of Pharmaceutical Preparations, 
Medical Materials and Excipients", the titles 
of summarization and testing data as well 
as the names of the publications in the item 
"Toxicological Research Data", etc.

3. Application explanation

1) The R&D section should include the 
production development institution and date, 
the major research projects conducted, the 
marketing date of the product, the marketing 
date of the researched original product, and 
the original research institution, as well as 
the changing condition of drug names and 
document approval numbers, etc.

2) The section on production and sale 
should include the approximate numbers for 
production, annual sales, estimated usage 
per person, etc.

3)  The summarizat ion of  safety and 
effectiveness should be a conclusive summaries 
of toxicological research data, research data of 
adverse reactions or events, efficacy research 
data and clinical research data. 

4) The overview of the literature survey 
should  expla in  the  scope  of  a l l  the 
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application data searched, such as the names 
of databases searched, the searching strategy 
and time ranges. Additionally, it is required 
to give an assurance that no hidden safety 
information is involved.

5) It is required to explain whether the 
chemical drug is an non-prescription drug or 
not in the main countries and regions of the 
world.

4. The draft of the planned non-prescription 

currently used in the market, which should 

It is not allowed simply to enclose a print or 

changes in the main contents of the current 
leaflet as compared with the original one, 
it is required to explain the reasons for the 
changes and provide relevant documents 
showing proof. "The draft of the non-
prescription drug leaflet" means the draft of 
the non-prescription drug leaflet planned to 
be used in future, and only the printed text 
needs to be provided. If the main contents in 
the "draft" are different with the original one, 
it is required to explain the reasons in detail. 

5. One sample of the minimum current sales 
unit

It  is  required to use a sample of the 
minimum sales unit on the current domestic 
market. If the product is not officially on 
the market, relevant explanations should be 
provided.

6. Proof documents

It is required to include the drug production 
license or import registration certificate. 
The authorization agent should also provide 
the original authorization document of the 
manufacturer.

(ii) Pharmacology Data

7 .  T h e  l e g a l  q u a l i t y  s t a n d a r d s  o f 
pharmaceutical preparation, medicinal 
materials and auxiliary materials

Firstly, it is required to list the names 
of the preparations, medicinal materials 
(ingredients) and auxiliary materials and to 
explain, by listing tables, the sources of the 

standards (such as the Pharmacopoeia of 
XX version, the Ministerial Standard of XX 
volume, the XX Provincial Standard and 
New Drugs in XXXX year), the standard 
No., as well as to enclose duplicates of the 
quality standards in sequence.

8. Drug quality data

The quality report should explain the drug 
quality record for the previous three years, 
such as whether there were any quality 
problems or whether the drug was notified 
because of quality issues. The stability research 
report should provide a long-term stability 
research report for the same period of validity.

(iii) Drug Safety Study

9. Toxicology research data

For traditional Chinese medicines, the 
toxicology research data of the preparation 
and the toxic medicinal materials should be 
included. For chemical drugs, the toxicology 
research data of the preparation and its active 
ingredients should be included. It is required 
to indicate the source of the data, its searched 
scope and the searching strategy. For traditional 
Chinese patent medicines containing toxic 
medicinal materials, the relevant research data 
of such materials should be provided.

The active components of the published non-
prescription drugs refer to published non-
prescription drug component lists in the form 
of active ingredients. Those which have been 
listed in non-prescription drug catalogs but 
have not been listed as active components in 
non-prescription drugs are not included. 

10. Research data on adverse reactions or 
events

It is required to include a research summary 
of any adverse reactions or events of the 
preparation and every component, as well 
as relevant clinical trials, data from the 
literature and the searching report of adverse 
reactions from the inspection institution on 
or higher than provincial level. The period 
searched should be within 3 months before 
the application. 

1) The summarized data should indicate the 
source of the data and the scope searched,
a comprehensive analysis of all the data, 
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and the occurrence of adverse reactions 
or events with all relevant data, as well as 
the incidence and reasons of each adverse 
reaction or event.

2) The relevant clinical trial and literature 
data should include the clinical trial data 
for the product involved. The clinical 
trial, in which this product is used for 
comparison should also be included (the 
data for traditional Chinese medicines 
category I, chemical drugs category I and 

appropriately).

3) If there is a great deal of literature, the 
catalogs and sources of all the literature 
should be provided, with the full text of 
the main literatures attached. Additionally, 
electronic version (CD) are also permissible.

4) The searching report of adverse reactions 
should be provided by the state drug adverse 
reaction inspection center or provincial 
drug adverse reaction inspection center. 
Moreover. And the scope searched and 
searching strategy should be explained.

11. Dependence research data 

The summarized data should indicate the 
sources of the data and scope searched, and 
provide a comprehensive analysis of all the 
data.

12. Tolerance research data 

The summarized data should indicate the sources 
of the data and scope searched, and provide a 
comprehensive analysis of all the data.

13. Interaction with other drugs and food 

The summarized data should indicate the 

sources of the data and scope searched, and 
provide a comprehensive analysis of all the 
data.

14. Safety research data for self-diagnosis 
and self-medication by the consumer

It is required in the application to highlight 
whether the patient can self-diagnose the 
indications, whether he/she needs the 
professional help, and whether he/she can 
master the usage and dosage correctly.  

15. Safety research data under extended use 

It is required to highlight whether more 
unreasonable uses of the drug may occur 
when the drug is extensively used and the 
extent of the harm caused.

(iv) Drug Effectiveness Study

16. Pharmacodynamics research data

The summarized data should indicate the 
sources of the data and scope searched, and 
provide a comprehensive analysis of all the 
data.

17 .  C l in i ca l  r e sea rch  da t a  on  d rug 
effectiveness

The diseases in the clinical research should 
be consistent with the indications of the non-
prescription drug applied. (July 16, 2010)

Nationwide Institutions for the Control of Drugs to carry out 
Cyber-monitoring on the quality of Essentials Drugs

8 20 21

T h e  p r o j e c t  p l a t f o r m  o f  Q u a l i t y 
Information for essential drugs initiated 
by National Institute for the Control of 
Pharmaceutical and Biological Products 
(NICPBP) recently began a construction 
network.  This  projec t  wi l l  bui ld  an 
exclusive network dedicated to monitoring 
the quality of essential drugs covering

Institutions for Drug Control nationwide 
to achieve universal exchange, sharing and 
inspection of data pertaining to essential 
drug controls.

According to news released at the National 
Symposium of Information-Construction 
in China's Drug Control System held from 
20 to 21st August in Shenzhen, NICPBP
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has understood the condition of basic 
equipment, staff, network construction, 
IT development level of the Institutions 
for the Control of drugs in all levels 
through the preliminary investigation to 
the construction of national drug control 
information system. And accoding to the 
result of this investigation, NICPBP has 
organized to compile Implementing Plans 
for Construction Project of Essential 
Drugs Quality Information Platform. To 
date, all work procedures are in smooth 
operation with the project now entering 
the stage of network construction. It is 
anticipated that network integration, 
preliminary monitoring, commissioning 
and final monitoring  on the Quality 

Information platform for Essential Drugs 
will be accomplished by the first half of 
next year.

The completion of the platform will 
not only strengthen quality monitoring  
work of essential drugs, but unifying 
the office network platform of all the 
Institutions for the control of drugs in 
China, achieving the share of information 
and business application platform, which 
will promote information sharing and 
constructive communication of the Drug 
Control System, thereby improving and 
increasing the level of Drug Control 
Management.

(August 24, 2010)

2010China’s Foreign Trade in Pharmaceuticals in the First 
Half of 2010

2009
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China’s foreign trade in pharmaceuticals 

2010, up 28.8% compared with the same 
period last year.

According to data provided by the 
customs,  the import  and export  of 
medicines and health products totaled 

28.8% grew up compared with the same 
period last year and 2.1% of the total 
amount of the whole country, including 
18.89 billion dollars in exports and 9.42 
billion dollars in imports, increases of 
31.2% and 24.3% respectively compared 
with the same period last year. The 
increase in exports over the same period 

led to a jump of 38.8% in the trade 
surplus, which reached 9.47 billion 
dollars.

Western medicines are the main force in 
China’s growth in exports. The exports 
amounted to 11.78 bil l ion dollars, 
33.9% increased compared with last 
year, accounting for 62.4% of the total 
medicine exports. The runners-up were 
medical devices and traditional Chinese 
medicines whose exports reached 6.19 
billion dollars and 910 million dollars 
respectively, 27.0% and 26.0% increased 
compared with last year, accounting for 
32.8% and 4.83% of total exports. (See 
Figure 1)

Special Focus



10 CHINA PHARMACEUTICAL NEWSLETTER

The import structure is similar to that 
of exports, with western medicines 
being the main component. Import were 
up to 5.86 billion dollars, an increase 
of 22.5%, making up 62.3% of total 
imports. Medical devices and traditional 
Chinese medicines realized imports 
of 3.24 billion dollars and 310 million 
dollars respectively, 28.7% and 16.3% 
grew up over the same period as last 
year, accounting for 34.5% and 3.3% 
of total imports. Specifically, health 
and rehabilitation products experienced 
the biggest increase, up to 56.5%. The 
import of biochemical medicines rose 
by 41.6%. Raw materials for western 
medicines overtook western patent 
medicines to rank third in import growth. 
(See Figure 2)

(1)  All  foreign t rade indexes rose 
distinctly over the same period as last 
year, but were still lower than before the 
crisis.

The pharmaceutical foreign trade kept 
growing rapidly in the first half-year. 
The imports and exports of all kinds of 
commodities experienced different degrees 
of year-on-year increase; more than 85% 
of them achieving two-digit growth. The 
average growth exceeded 25%.

(2) Monthly imports and exports showed 
a V-shaped fluctuation, similar to that 
prior to the crisis

In terms of a monthly trend, the import 
and export  volume of  al l  kinds of 
commodities experienced a V-shaped 
fluctuation, which is now rebounding 
steadily, with the turning point appearing 
in February and March.

(3) Commodity exports rose in volume, 
but dropped in price

Despi te  the  general  s tabi l iz ing of 
exports, many competitive commodities 
reported rose in volume and dropped in 
price in the first 6 months. Influenced 
by factors like capacity surpluses in the 
domestic industry, an excess of supply 
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over demand in the world market and 
intensified competition from emerging 
countries. The monthly export volumes 
of medical dressings, which accounts for 
a big part of China’s exports, reported 
over  60% in year-on-year  growth, 
except for March, in which exports 
were affected by holidays. The prices, 
however, went down by 10% to 40%
for 6 months in a row. The unit price 
fell to 2.33 dollars from 3.52 dollars 
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in the first half of 2008. The export 
amounts of another commodity, vitamin 
API, amounted to 1.27 billion dollars 
in the first half of this year, a year-on-
year increase of 29.5%. Despite the 
37.4% jump in export volumes over the 
same period last year, the export prices 
dropped by 5.8 percentage points.

85%

25%
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(4) Foreign trade distribution pattern 
remains stable

No big changes have taken place in 
the existing foreign trade distribution 
pattern. Big provinces have maintained 
their substantial advantages. The top 
five provinces and cities are Shanghai, 
Jiangsu, Zhejiang, Guangdong and 
Beijing. Their foreign trade amounted to 
19.59 billion dollars, making up 69.2% of 
the total amount of foreign trade.

(5) The foreign trade volume to major 
i n t e r n a t i o n a l  m a r k e t s  r e b o u n d e d 
steadily and the trade surplus continued 
to grow

Our  t rade  wi th  the  major  t r ad ing 
countries all showed surpluses in the 
first half-year and the surpluses are 
increasing. Asia, Europe and North 
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America remain the major areas for 
foreign trade, accounting for 90.9% 
of the total trade amount. Asia and 
Europe ranked first and second, with 
trade amounts of 10.11 billion dollars 
and 10.07 billion dollars respectively. 
North America ranked third with a trade 
amount of 5.554 billion dollars. Their 
year-on-year increases in imports and 
exports were 31.0%, 26.5% and 28.4% 
respectively. Furthermore, our imports
and exports to ASEAN grew distinctly 
by 39.5%.

The United States, India, Japan, Germany 
and South Korea were the first five 
export target nations for China, making 
up 46.0% of total exports. Our exports to 
the United States were up to 3.55 billion 
dollars, accounting for 18.8% of the total 
export amount. (See Figure 3)
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China’s imports of pharmaceutical 
products come mainly from developed 
countries. The first five are the United 
States, Germany, Japan, Switzerland and 

France; 54.6% of imports are from these 
nations. America continued to hold the 
first place with imports of 1.77 billion 
dollars. (See Figure 4)
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(From: China Pharmaceutical News   Aug.12, 2010)
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International Forum on Generic Drugs 
Held in Beijing

Entrusted by the Department of Drug 
Registration of SFDA, China Center for 
Pharmaceutical International Exchange 
(CCPIE), held International Forum on 
Generic Drugs in Beijing from 6-7th Sept 
2010 In order to promote the progress of 
generic drugs in China and to provide an 
exchange platform for drug supervision 
departments, technical test departments 
and drug production enterprises.

The Forum introduced, through four 
aspects, the development of generic 
drugs in USA, Europe, Japan and China 
and the requirements of regulations., 
ICH GUide, the quality requirements of 
the generic drugs, and the bioequivalence 
and clinical trial. It has an active fanction 
to promote  the supervision and tactics 
study of generic drugs in China. There 

are nearly 300 participants took part in 
the Forum. (September 10, 2010)

The 4th Sino-US Pharmacopoeia Forum 
to be held in Hangzhou on October 20 
to 22 

The 4th Sino-US Pharmacopoeia Forum 
is scheduled to be held in Hangzhou on 
October 20 to 22, 2010. It is sponsored by 
the State Pharmacopoeia Commission of 
China, The theme of the forum is “Drug 
Standards and Quality Control in Drug 
Production”.

Participants will be selected by each 
provincial, regional and municipal drug 
control institute, including representatives 
of drug makers and people from drug 

supervision institutions.

(August 3, 2010)

Notes: All Chinese information in Newsletter extracted from Newspapers and Internet. All English
articles are the translations from the Chinese version.
Newsletter


