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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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Production basis--Production Process Specifications
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{Production Quality Management Regulation for Veterinary Drug
(2020))
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Chapter IX Production Management -Section 1 Principles
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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
v‘etermary drugs meet the prescribed quality standards.

----- P ARIREEAIRED  (—OO0HD

Regulations of the People's Republic of China on Veterinary Biological
Products (version 2000 )
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General Requirements for
Quality Control

77—

-« —
(RALRFHFPL (Rl R H+F 5B REZ{EHE FRHSRTER (2014)
445502 ) NEE1725) (2015) 1755 2385
MARA Announcement MARA Announcement MARA Memorandum IVDC Memorandum
No. 550 No. 172 letter No.175 Letter No.238
AR AR
EYRE R HEE F I BEAME
Biosafety Risk identification Improve Quality Standards & requirements

L"""""""T"""""""J

1Ml j%,

i

s %ﬁ;ﬁ

)
Internal quality control standards for finished products
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> 1S EUIE Test Data

> BlZE# Scientific Justification

> 1BIEIEEHI1E 3 Quality review records
> NP LI Company internal

approval documents
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IVDC review
> Bl Science-based
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> 1R{EHE Feasibility
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Regulations on the Administration of Veterinary
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Chapter 3 Production of Veterinary Drugs —Article 19
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Chapter 5 Import and Export of Veterinary Drugs —Article 35
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Chapter 7 Supervision and Administration of Veterinary Drugs-—

Article 47 Paragraph 2
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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.
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Effective January 1, 2011
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IVDC i1ssued the “Notice on the Implementation of
Internal Control Quality Standards for Finished Products

in the Batch Release Review of Veterinary Biological

Products” (14 Fref [2014]5415)
Effective January 1, 2015
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IVDC issued the “Regulations on On-site batch
release inspection of Veterinary Biological Products
(Trial)” (i P25 [2021]1°5)

Effective January 4, 2021
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Animals used in safety test and efficacy test
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General Test Items for Inspection of Imported Products
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The developing trend of batch release supervision and
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Products listed in Chinese Veterinary Pharmacopoeia (CVP) 2020, vol. Il

L2858 safety test W88 efficacy test
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Number [ty target  Products uses lab  Products need target Products that
animal animals animal challenge test  uses lab animals
Live vaccine
KB 49
Inactivated vaccine 99 33 66 9 90
i Antibody 1
1IZHHl Diagnostic 4
products
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Note: Lab animal species include mice, rats, guinea pigs, hamsters, SPF chickens, rabbits, dogs, etc.
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General test items
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Report review check
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Quality
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Sampling inspection
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On-Line Batch Release Administration System is coming into
service by the end of 2022
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Risk-Based Batch release Supervision and Administration
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Promote the legislative process of batch release
management
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