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whether there are legal barriers to registration, and 
the proposed category of registration in China

Information on the pharmacokinetics, pharmacody-
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Information on the reference drug products for 
animal experiments
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• This Handbook is produced by Bio-Link & Bio-
Valley, and should not be reprinted or repro-
duced by other organizations and individuals 
without permission.

• This Handbook is for study and exchange pur-
poses only, and is strictly prohibited for any 
commercial purpose.

Bio-Link is a group of technology-driven businesses 
that provide products and process solutions in the life 
sciences industry. The company focuses on the devel-
opment and production of the key processing equip-
ment and materials for vaccines, antibodies, cell thera-
pies, gene therapies and other biological products. 
Bio-Link's portfolio of offerings covers the entire up-
stream and downstream bioprocess such as cell cul-
ture, single-use mixing and storage, chromatography 
purification, filtration and ultrafiltration, as well as pro-

cess development services. 

Bio-Link subscription Bio-Link service

Biotitude BioValley

Immunology Bio Career Express BusBio Frontier

BioValley, born in 2016, is a rapidly growing knowl-
edge community focused on biopharma and biotech-
nology, headquartered in Shanghai. In the spirit of 
Expertise & Originality, BioValley is committed to pro-
viding the high-value knowledge, holistic consulting 
services, and precision marketing solutions to the 

entire biopharmaceutical industry.

Information on the drug substance process 
route,quality research content, availability of start-
ing materials, need of specific equipment and facili-
ties for commercial production

Study on physicochemical characterization, sta-
bility, etc. of thedrug product

Feasibility of the drug product process, availability of 
excipients,need of specific equip-ment and facilities 
for commercial production
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Physicochemical Seed

Cell fermentation: 293T cells
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Stability of cell bank
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Ion exchange
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Dose dependence
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preferably higher peak product cells and 
survival duration




