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Dear Sir or Madam,

On 26 November 2020, the Ministry of Agriculture and Rural Affairs of the People’s Republic of China promulgated the
Veterinary Pharmacopoeia of the People's Republic of China (2020 Edition) (the “New Veterinary Pharmacopoeia”),
which will take effect on 1 July 2021. Please find below an overview of the New Veterinary Pharmacopoeia.

Kind regards,
CMS, China

On 26 November 2020, the Ministry of Agriculture and Rural Affairs of the People’s Republic of China (“MOA”)
promulgated the Veterinary Pharmacopoeia of the People's Republic of China (2020 Edition) (the “New Veterinary
Pharmacopoeia”), which will take effect on 1 July 2021. According to the Announcement No. 363 of the MOA on 26
November 2020 (the “Announcement”), the New Veterinary Pharmacopoeia is formulated according to the
Regulation on the Administration of the Veterinary Drugs, effective on 27 March 2020, and it is the statutory
technical standards which must be followed in the development, production (import), distribution, use, supervision
and management of veterinary drugs in the People’s Republic of China (the “PRC”). Veterinary drug manufacturing
enterprises are required to implement the New Veterinary Pharmacopoeia to continuously improve the quality control
level of veterinary drugs.

1. Legislative Highlights of the New Veterinary Pharmacopoeia
  

 

The New Veterinary Pharmacopoeia is divided into 3 parts, including veterinary chemicals, traditional Chinese
veterinary medicines and veterinary biological products. In total, it contains 3 legends, 1621 varieties and 302
appendices. Compared with the previous 5 editions of veterinary pharmacopeia, this new edition has more
innovations, strengthened guidance on safe medication, and tightened the risk control of veterinary drug quality.

  

 

a) The New Veterinary Pharmacopoeia highlights the needs of the veterinary industry and increases dedicated
varieties. Under the premise of ensuring safety, the New Veterinary Pharmacopoeia expands the range of
veterinary drug varieties, focuses on veterinary specialty formulations, meets the needs of veterinary clinical
drugs, reflects the needs of veterinary drug production and testing, and adds 49 new varieties of veterinary
drugs, including pet drugs and breast injections, etc.

   

 
b) The New Veterinary Pharmacopoeia highlights technical research, and the level of standards formulation has

been significantly improved. It adopts advanced veterinary drugs and pharmaceutical technologies from
overseas, which improves the specificity, sensitivity and accuracy of detection methods.

   

 

c) The New Veterinary Pharmacopoeia highlights safety requirements and further improves quality supervision
capabilities. The revised appendix to the New Veterinary Pharmacopoeia completes the overall requirements
for the safety and safety inspection of veterinary drugs. Besides, the inspection and control of toxic or easily
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mixed ingredients are added to the main context.
   

 
d) The New Veterinary Pharmacopoeia realizes the effective connection of veterinary drug use management

with the food safety supervision.
   

 
e) The New Veterinary Pharmacopoeia improves risk management measures. It has removed those veterinary

drugs which have or may have safety risks, or outdated technologies, such as amethyst and caffeine, etc.
   
2. Implementation during the Transitional Period
  

 

a) According to the Announcement, after the New Veterinary Pharmacopoeia will come into effect, the 2015
Edition of the Veterinary Pharmacopoeia of the PRC, the Veterinary Drug Quality Standards (2017 Edition)
and quality standards of veterinary drugs of the same species contained and promulgated by MOA shall be
abolished accordingly.

   

 

b) For those varieties of veterinary drugs included in the New Veterinary Pharmacopoeia but the specification
for preparation of such veterinary drugs is not included (except for those that have been abolished), quality
standards of such veterinary drugs shall be implemented in accordance with the requirements under the
New Veterinary Pharmacopoeia whilst the specifications for preparation shall be implemented in accordance
with relevant original approval documents.

   

 

c) The following standards shall continue to be valid, but shall be implemented in accordance with relevant
general requirements of the New Veterinary Pharmacopoeia: (1) national standards for veterinary drugs that
are not included in the New Veterinary Pharmacopoeia and have not been abolished; and (2) national
standards for the change of registration of veterinary drugs that have been approved and announced but
are not included in the New Veterinary Pharmacopoeia.

   

 

d) According to the Regulation on the Administration of the Veterinary Drugs, a veterinary drug manufacturer
shall obtain an approval number of products issued by the veterinary administrative department under the
State Council. According to the Announcement, starting from 1 July 2021, the enterprises which apply for
the approval number of a veterinary drug product as well as veterinary drug inspection agencies shall
conduct sample inspection in accordance with the quality standards of the New Veterinary Pharmacopoeia.
The wording "PRC Veterinary Pharmacopoeia (2020 Edition) Quality Standards" shall be indicated on the
inspection report of such veterinary drug. As to any prior applications, the implementation standards
indicated on the veterinary drug inspection report can be either the original veterinary drug quality
standards or the "PRC Veterinary Pharmacopoeia (2020 Edition) Quality Standards".

   

 
e) Veterinary drugs produced on or before 30 June 2021 can be tested and inspected according to the original

veterinary drug standards and circulated for use within the validity period of such drugs.
   

 

f) If the label and instructions of a veterinary drug which is included in the New Veterinary Pharmacopeia and
which has obtained the approval number on or before 30 June 2021 do not meet the template requirements
of the New Veterinary Pharmacopeia, the veterinary drug manufacturer shall modify the label and
instructions according to such template requirements, print and label new labels and instructions; however,
it is permittable to continue using the original labels and instructions on the veterinary drug until 31
December 2021. The veterinary drugs produced before 31 December 2021 which bear the original labels
and instructions can still be circulated and used within the validity period of such veterinary drugs.

   

 

g) For any application of the approval number of a veterinary drug which is included in the New Veterinary
Pharmacopeia and for any inspection of the veterinary drug which is conducted according to the original
quality standards before 30 June 2021, if such application is rejected for reapplication, the applicant is still
allowed to submit the original inspection report as one of the re-application documents before 30 June 2022.
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About CMS, China 

关于 CMS, 中国 

CMS is one of the top 10 global law firms. With more 

than 4,800 professional legal and tax advisors in 

over 70 offices in more than 40 countries, we advise 

clients on both global and local matters and provide 

pragmatic and commercial advice. 

 

CMS, China has been advising clients on doing 

business in China for several decades. As one of the 

top international law firms in China, we are able to 

support international companies and Chinese 

enterprises on all their legal needs through our full 

service offering. We advise in the areas of M&A, 

corporate restructuring, FDI, distribution and 

commercial, competition, compliance, employment, 

banking and finance, insurance, real estate and 

construction, technology licenses, IP registration 

and enforcement, dispute resolution as well as tax 

and customs. 

 
Our team of legal experts are from China, Germany 

and the UK, and have an in - depth knowledge and 

understanding in many industrial sectors such as 

automotive, manufacturing, machinery and 

equipment, life sciences and healthcare, energy, 

banking & finance and TMC. We focus on serving the 

needs of our clients and on providing them with 

solution driven and business-oriented advice. 

 

作为全球最大的法律与税务服务机构之一，CMS通

过旗下遍布于 40 多个国家超过 70 个办公室的

4,800 多名律师，提供覆盖全球及本土化的商业可

行性解决方案。 

 

如今，CMS在中国服务客户已有数十年的历史。作

为中国最大的外资律所代表处之一，CMS, 中国专

注于并购、公司重组、外商直接投资、分销和商

法、竞争法、合规、劳动法、银行 和金融、保险、

房地产和建筑、技术许可、知识 产权注册与执行、

争议解决及税务和海关等各个领域， 为国际与中国

公司提供全方位的法律咨询服务。 

 

我们的顾问团队由来自中国、德国和英国的专家组

成，对汽车、制造、机械设备、生命科学和医疗保

健、能源、银行金融以及技术、传媒与通讯等行业

领域有着全面深入的了解。我们注重为客户提供实

际有效的咨询和解决方案， 以帮助客户达到既定商

业目标。 

 

3108 Plaza 66, Tower 2, 1266 Nanjing Road 
West, Shanghai 200040 P.R.China 
上海市南京西路 1266 号恒隆广场 2 期 3108 室 

Phone/ 电话: + 86 21 6289 6363 

Fax/ 传真: + 86 21 6289 0731 

Web/ 网址: https://cms.law/ en/ chn/ 

Email/ 电邮: info@cmslegal.cn 

 

Welcome to follow our WeChat where you 
will find the updated legal insights and news. 

欢迎扫码关注我们的微信公众号，在这里您可以获

取最新的法律资讯和新闻。 
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