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LWt EWLEHE (USP EP, CHP)
Bioburden Bioburden Testing(USP, EP, CHP)

TE RdigETERN  (USP, EP, CHP)
Sterility Sterility Testing by Membrane Filtration(USP, EP, CHP)
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Determination of Retroviruses by Transmission X

Electron Microscope

FEOPCRAG
Virus Determination by Quantitative Polymerase Y X
Chain Reaction

= o]

Endotoxin Detection
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Determination of CHO Host Cell Residual DNA by Y
Quantitative Polymerase Chain Reaction
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CHO BEEXEARBEESN Y

Determination of CHO Host Cell Residual Protein
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}tbﬁi?i’*ﬁ;ﬂﬂ ;ﬁfﬂ!ﬂﬁ’”%:}t Regulatory for Lot Release Testing

m EHE s

Administration Guideline

General principles of virus safety evaluation of biological tissue

2005
extraction and eukaryotic cell expression biological products
General principles of evaluation of manmalian cell substrate
quality control technology for the production of recombinant 2008
biological products
Chinese Pharmacopoeia. Manufacture and quallity control of
animal cell substrate for biological products 2015
Points to consider in the characterization of cell lines used to 1993
product biologicals
Points to consider in the manufacture and testing of monoclonal
. 1997
antibody products for human use
Guideline on virus safety evaluation of biotechnological 2008
investigational products
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o iF ST Product Specific Qualification

7EICH Q2MIPEZ L2020+, HREN FRNZZENTREFFEITE. AT LHANTAEEY™ RS
EEIEL =X REFRERNITS, ANEKENEMZERNEREHEH UL TZRETH
P ATER,

ICH Q2 (R1): Regulatory guidance for the validation of GMP analytical methodsin presence of active substance.

ICH 02 (R2): Validation of Analytical Procedures.

ICH 014: Analytical Procedure Development.

ChP 2020.
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