ANNA\\N

P EERINEMAE (Chinese Hamster Ovary, CHO), REWIATAYM D REBNIEAXBIDMMEMRE. CHO
MPEABREYFHSNXBETREN, SEFS (BYFRRSSENT) #THEBENERE, REBRR
SREEIE, SIEN T (PCB). EMAE (MCB). AR TIEMAE (WCB), £r-£R4H (EOPC/ EPC) BT
FIMEFRARMANAIR (CAL) RIEMEERISBIE E-RBIUUR, 1REFHES S EF KRB,

CHO AEARRMAMEFNEF KR, EREREEEENNERHET. TEQFEARSMHER . LERN,
LS. CHO AN ERZINE THFENHRINESNZEBIE.
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Regulatory for CHO CLC Testing
b3k

Guideline

® 2010, Recommendations for the evaluation of animal cell cultures as substrates for the manufacture of biological medicinal
World Health products and for the characterization of cell banks (TRS 878)
Organization * 2013, Recommendations for the evaluation of animal cell cultures as substrates for the manufacture of biological medicinal
products and for the characterization of cell banks (TRS 978)

® |CHOBA Quality of Biotechnological Products: Viral Safety Evaluation of Biotechnology Products Derived from Cell Lines of

o |CH Human or Animal Origin
’C S T * |CHOGB Analysis of the expression construct in cells used for production of rONA-derived protein products.

-8

o

® |CHOGLD Derivation and Characterization of Cell Substrates Used for Production of Biotechnological/Biological Products

) * 2006 SR L FRR L ADHILMAR R BRI BN — SR
ERSREEEER o (pEpm) 2020 18, ENHGETREBDNMEREN ST
[ PRSI o (pEZ5EE) 2020 AR , AFBEARREFUAHRES

EP 5.14 Gene Transfer Medicinal Product for Human Use

EP5.2.3 Cell Substrates for the Production of Vaccines for Human Use.

2008, Guideline on guality, non-clinical and clinical aspects of medicinal products containing genetically modified cells.
2005, Guideline on development and manufacture of lentiviral vectors.

2008, Guideline on Virus Safety Evaluation of Biotechnological Investigational Medicinal Products

FDA

1993, Points to Consider in the Characterization of Cell Lines Used to Produce Biologicals

1997, Points to Consider in the Manufacture and Testing of Monoclonal Antibody Products for Human Use

@ 2010, Characterization and Qualification of Cell Substrates and Other Biological Materials Used in the Production of Viral
Vaccines for Infectious Disease Indications
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Category Testing items

PCB/
Cell seed

IR FLEDMARARIE R B

EH Viability Determination of Mammalian Cell Bank Y v ! i
Viability 4 2 A=A
.Hiﬂﬂ%/ &3 %y)ug Y Y v Y
Cell Morphology
50 4HREFN R DNA SEFADES) v Y v Y
Identity DNA Barcode Assay for Cell Line Authentication
ToEAal - EEHERE (USP, EP, ChP) y v y y
Sterility Testing by Direct Inoculation
apREE XRIKGEE - BFRENIE RS % (USP, EP, ChP) % . " ¥
Purity Mycoplasma Detection-Cultivation and Indicator Cell Method
DMHEEFRENE v v A v
Culture Method for Mycobacterium Detection
INBRERTFAIMOE - 1EREBIEFRE K ¥ . ¥
in-vitro Screening of Adventitious Viral Contaminants using Indicator Cell
INRREETHRRNE - IR LE - o - v
in-vivo Screening of Adventitious Viral Contaminants
BEHRRERE NA Y NA Y
Transmission Electron Microscopy for Contamination Detection
R R B S HEILERNE NE Y NA v
Infectious Retroviruses Detection by Co-cultivation
SiEmEERE - ST
RIRRSHE - AURERS . NA Y NA NA
. Murine Virus Detection- Antibody Production
Zet
Safety BR4H/\JwS OPCR B E o - o o
Murine Minute Virus Detection Using OPCR
MEFEETHEIME - BERSETHS N i .
g ; ; - : NA Y Y Y
in-vitro Screening of Porcine Viral Contaminants
F& R OPCR & NA - - y*
Porcine Virus Detection Using QPCR
SNEREETAIME - HERSETHE i . .
e : ) : ;i NA Y Y Y
in-vitro Screening of Bovine Viral Contaminants
3 e 4 :r||
RS E OPCR il NA v v v

Bovine Virus Detection Using QPCR
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