
BIOLOGICS
CMC METHODS

Yes N/A N /A
CE-SDS (Prote inSimple Maur ice) Ye s N /A N /A

Pe pti d e Map by LC-MS Yes N /A N /A
PURITY

Protein Composition by CE-SDS (ProteinSimple Maurice) Yes Varies ~e13 vg/mL
Charge Heterogeneity by cIEF (ProteinSimple Maurice) Yes < e12 vg/mL < e12 vg/mL

Purity by HPLC-DAD Yes Varies Varies
Empty vs Full by BIASeparation Yes Varies Varies

PROCESS IMPURITIES CLEARANCE
Kanamycin Resistance Cassette by ddPCR Yes 0.001 pg/μl 0.001 pg/μl

Kanamycin by LC-MS Yes 5 ppb <5 ppb
IPTG by LC-MS Yes 100 ppb <100 ppb

Penicillin by LC-MS Yes 10 ppb 1 ppb
Streptomycin by LC-MS Yes 100 ppb 100 pbb

FBS by ELISA Yes 300 ppb (0.00003%) 300 ppb (0.00003%)
Triton-X by HPLC-DAD Yes 50 ppm 20 ppm
Gentamicin by LC-MS Yes 10 ppb 3 ppb
Clindamycin by LC-MS Yes 1 ppb 0.1 ppb
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