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In vivo Biosafety Testing Services
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CHP Chinese pharmacopoeia of Part 3 <Preparation and Quality Control of animal cell Matrix for the production and verification of biological Products>
Chinese pharmacopoeia of Part 3 <3303 Test Method for Murine Virus>
Chinese pharmacopoeia of Part 3 <1101 Abnormal toxicity test>

Chinese pharmacopoeia of Part 3 <3302 Preparation and Quality Control of animal cell Matrix for the production and verification of biological Products>

FDA Guidance 1993: Points to Consider in the Characterization of Cell Lines Used to Produce Biologicals.

FDA Guidance 1997: Points to Consider in the Manufacture and Testing of Monoclonal Antibody Products for Human Use.
FDA Guidance 2010: Characterization and Qualification of Cell Substrates and Other Biological Materials Used in the Production of Viral Vaccines for Infectious

Disease Indications.

CPMP/ICH/295/95, ICH Topic 05 A (R1); Quality of Biotechnological Products: Viral Safety Evaluation of Biotechnology Products Derived from Cells Lines of

ICH Quality Guidance Q5A (R2): Viral Safety Evaluation of Biotechnology Products Derived from Cell Lines of Human or Animal Origin

Human or Animal Origin
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