
中国兽用生物制品成品放行
质量控制要点

Key Points of Quality Control for Veterinary Biological Products 
Batch Release in China

中国兽医药品监察所 业务管理处 王利永

China Institute of Veterinary Drug Control (IVDC), Department of Service Management, Liyong Wang

2022.10.20



中国兽医药品监察所 China Institute of Veterinary Drug Control (IVDC)

中国兽医药品监察所是国家级兽药评审检
验监督机构，主要承担兽药评审，兽药、兽
医器械质量监督、检验和兽药残留监控，菌
（毒、虫）种保藏，以及兽药国家标准的制
修订、标准品和对照品制备标定等工作。

IVDC is a national level technical organization, 
and responsible for the inspection, supervision 
and evaluation of veterinary drugs. Its duty 
includes the evaluation, inspection, supervision 
and test of veterinary drugs and appliances, 
monitoring of veterinary drug residues, 
collection of veterinary culture, drafting and 
revising national standards of veterinary drugs as 
well as preparation and calibration of the 
reference materials of veterinary drugs. 
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企业产品放行质量控制
Manufacturer-product release and quality control01



A、生产依据 Production basis

产品工艺规程
Product Production Process (OOP)

B、检验依据 Basis for QC testing

兽药国家标准+质量控制通用要求

成品企业内控质量标准

National Standards + General Requirements for 
Quality Control

Internal quality control standards (QCS) for finished 
products



《兽药生产质量管理规范(2020年修订)》
《Production Quality Management Regulation for Veterinary Drug 

(2020)》

第九章 生产管理 第一节 原则

Chapter IX Production Management -Section 1 Principles

第一百七十八条----兽药生产应当按照批准的工艺规程和

操作规程进行操作，确保兽药达到规定的质量标准。
Article 178--The production of veterinary drugs shall be 
operated in accordance with the approved production process 
specifications and operating procedures to ensure that the 
veterinary drugs meet the prescribed quality standards.

A、生产依据--产品工艺规程
Production basis--Production Process Specifications

 《中华人民共和国兽用生物制品规程》（二○○○年版）
Regulations of the People's Republic of China on Veterinary Biological 
Products (version 2000 )

 农业农村部公告 Announcements of MARA



质量控制通用要求
General Requirements for 

Quality Control 

兽药国家标准
National standards

《农业农村部公
告第550号》

MARA Announcement 
No.550

《农业农村部
公告第172号》

MARA Announcement 
No.172

农医药便函
〔2015〕175号

MARA Memorandum 
letter No.175

《中国兽药典》
Chinese Veterinary Pharmacopoeia

《兽药质量标准》2017年版
Quality Control Standards of 

Veterinary drugs, 2017

农业农村部公告标准
MARA Announcements

中监所函〔2014〕
238号

IVDC Memorandum 
Letter No.238

生物安全
Biosafety

风险排查
Risk identification

专项控制
Improve Quality

通用规范
Standards & requirements

企业成品内控质量标准
Internal quality control standards for finished products

B、检验依据 Basis of QC testing 



企业成品内控质量标准审核备案- QCS review and filing 

Not
approvedApproved

核心要求 Key Requirements 

 试验数据 Test Data

 科学资料 Scientific Justification 

 论证评审记录 Quality review records

 企业内部审批文件 Company internal 

approval documents

中国兽医药品监察所审核
IVDC review
 科学性 Science-based

 真实性 Authenticity 

 操作性 Feasibility

补充完善重新备案
Supplement and Re-

submission

固化执行
Execute



02 监督管理产品质量控制
Supervision and administration of product quality 
control



第三章 兽药生产 第十九条

Chapter 3 Production of Veterinary Drugs -Article 19

第五章 兽药进出口 第三十五条

Chapter 5 Import and Export of Veterinary Drugs -Article 35

第七章 兽药监督管理 第四十七条 第二款

Chapter 7 Supervision and Administration of Veterinary Drugs-

Article 47 Paragraph 2

上述条款对国内生产的兽用生物制品出厂放行和进口产品放行前的
质量控制要求作出了明确规定，以及违规后的处罚
The above provisions clearly stipulate the quality control 
requirements before the release of domestically produced 
veterinary biological products and the release of imported 
products, as well as the penalties after violations.

批签发法规依据 Legal Basis of Batch Release Management

Regulations on the Administration of Veterinary 
Drugs



批签发法规依据 Regulatory Basis of Batch Release Supervision and Administration

中国兽医药品监察所发布了《兽用生

物制品批签发管理程序》（中监所业务

[2010]58号）

自2011年1月1日起施行

IVDC issued the “Administrative Procedures for the 

Batch Release management of Veterinary Biological 

Products”（IVDC Yewu[2010]No.58)

Effective January 1, 2011



批签发法规依据 Regulatory Basis of Batch Release Supervision and Administration

中国兽医药品监察所发布了《关于兽用生物制

品批签发审核工作执行成品企业内控质量标准的通

知》（中监所函 [2014]541号）

自2015年1月1日起施行

IVDC issued the “Notice on the Implementation of 

Internal Control Quality Standards for Finished Products 

in the Batch Release Review of Veterinary Biological 

Products” （中监所函 [2014]541号）

Effective January 1, 2015



中国兽医药品监察所发布了《兽用生物制品

批签发现场核查规定（试行）》（中监所业务

[2021]1号）

自2021年1月4日起施行

IVDC issued the “Regulations on On-site batch 
release inspection of Veterinary Biological Products 
(Trial)” （中监所业务 [2021]1号）

Effective January 4, 2021

批签发法规依据 Regulatory Basis of Batch Release Supervision and Administration



批 签 发 管 理 Batch Release Management 

符合规定
Comply with 
Regulations

Approved

Not approved

禁止出厂
Prohibition from 

releasing

报告审核
Testing Report & CoA review 

批
签
发
管
理

B
atch R

elease M
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ent 

报告审核+抽查检验
Testing Report & CoA review + 

Sampling inspection  

报告审核+监督核查
Testing Report & CoA review + 

On-site inspection

报告审核+抽查检验+监督核查
Testing Report & CoA review +Sampling 

inspection + On-site inspection



报告审核流程 Testing Report and CoA Review Process

Approved

批签发申请 Batch release application 

属地主管抽样 Local authority sampling
批签发样品管理

Batch release sample 
management 

批签发审核与签发 Batch release review and issuance 

Not approved

完善重报 correction and re-submit 

技术复审 technical review



抽查检验流程 Sampling inspection process

确定抽检产品
Identify the sampling products

抽样
sampling

检验
Inspection and 

testing

符合规定
Compliant

不符合规定
Incompliant 

签发放行
Issuance of release

禁止出厂
Prohibition of release



监督核查流程 On-site inspection process

制定核查方案
Develop an inspection program

实施现场核查
On-site inspection

核查无误
Compliant

确认缺陷
Incompliant

签发放行
Issuance of release 

完成整改，签发放行
Correction and release

禁止出厂
Prohibition from release



批签发审核结果发布
Publication of batch release results

http://www.ivdc.org.cn/
http://www.ivdc.org.cn/


问题讨论
Questions and Discussions03



一、安全检验、效力检验使用动物问题
Animals used in safety test and efficacy test 

三、批签发管理工作未来展望
The developing trend of batch release supervision and 

administration

二、进口产品通用检验项目审核问题
General Test Items for Inspection of Imported Products



一、安全检验、效力检验使用动物问题 Animal use in safety and efficacy testing

产品类别
Item

产品数量
（个）

Number 

安全检验 safety test 效力检验 efficacy test

使用本动物
产品（个）

Products use target 
animal

使用实验动物
产品（个）

Products uses lab
animals

本动物攻毒
产品（个）

Products need target 
animal challenge test 

实验动物效检产
品（个）

Products that
uses lab animals

活 疫 苗
Live vaccine 45

99 33 66 9 90

灭活疫苗
Inactivated vaccine 49

抗体 Antibody 1

诊断制剂 Diagnostic 
products 4

注：实验动物品种包括有小鼠、大鼠、豚鼠、仓鼠、SPF鸡、兔、犬等。
Note: Lab animal species include mice, rats, guinea pigs, hamsters, SPF chickens, rabbits, dogs, etc.

《中国兽药典》（2020年版）三部产品统计
Products listed in Chinese Veterinary Pharmacopoeia (CVP) 2020, vol. III



二、进口产品通用检验项目审核问题 General Test Items for Inspection of Imported Products 

通用检验项目

General test items

无菌检验 Sterility test

支原体检验 Mycoplasma 
test 

外源病毒检验 Extraneous 
agent tests

企业出厂控制

Company releasing 

control 

现行《中国兽药典》CVP

欧洲药典 EP、9CFR等

质量监督控制

Quality 
inspection

报告审核

Report review check

现行《中国兽药典》CVP

欧洲药典EP、9CFR等

报告审核+抽查检验

Report review check + 
Sampling inspection

现行《中国兽药典》CVP



三、批签发管理工作展望 The developing trend of batch release management

批签发管理信息化即将实现（2022年底）

On-Line Batch Release Administration System is coming into 
service by the end of 2022

探索重点监管对象依据风险评估确定

Risk-Based Batch release Supervision and Administration 

积极推进批签发管理工作立法进程

Promote the legislative process of batch release 
management



Thank you 谢谢！


	Slide Number 1
	Slide Number 2
	Slide Number 3
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Slide Number 9
	Slide Number 10
	Slide Number 11
	Slide Number 12
	Slide Number 13
	Slide Number 14
	Slide Number 15
	Slide Number 16
	Slide Number 17
	Slide Number 18
	Slide Number 19
	Slide Number 20
	Slide Number 21
	Slide Number 22
	Slide Number 23
	Slide Number 24
	Slide Number 25

