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From Lab to Life-changing Therapies
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Impurities & Excipients

o Sequence: PepMap e rProt. A by ELISA
o Charge: clEF, CZE, IEX e rHCP by ELISA
 Size: SEC, CE-SDS e rHC-DNA by gPCR
Method Development and Validation * Elemental Impurities
e Extractable & Leachables
. Customizable analytical methods for flexibility and risk reduction. o e Tween
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Genetic QC of CHO Cell Lines .
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. Cell Line Characterization: Ensure correct coding sequence. « Bioburden Conductivity

Degree of Coloration

I Monoclonality: Assure monoclonal derivation of MCB. o Sterility S
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. Genetic Stability: Monitor genetic drift during production. - - Osmolality
Drug Antibody Ratio Sub-Visible Particles (LO, MFI)
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. Stability-indicating methods validated for phase-appropriate testing. Primary Packaging
. Comprehensive stability testing, including long-term and accelerated studies. » Deamidation/Oxidation: gPepMap (UV/MS)

« CCIT o Charge: clEF, CZE, IEX

» Appearance of « Size: SEC, CE-SDS

Container « Toxin: Free Toxin RPC

Biosafety

. Sterile and non-sterile raw materials, cell bank, bulk harvest and product testing.
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Why partner with us?

|

« CDMO/CRO —
e Founded in 1999 J}
* 800+ team members Hombourg o )
« 175+ PhD-level scientists Canton, MA————————0 France L

USA
* GMP, GLP, ISO9001 certified i = I I n
* 22.5K sgm of lab capacity

. Research Triangle

e 700+ customers worldwide Park, NC Basel

USA Switzerland

« 6 centers of excellence

Contact us to speak with
an expert: info@solvias.com
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