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1. Media Quality Control (QC)
EBEARER/IBISNRZES
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18] - BN RIIRE - BEBRBEATSHB RS ER
HEK293 A RRRNEAREERE - EmERE D
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2. Culture Expansion and Monitoring
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3. Transfection Efficiency and Osmotic Shock
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4. Vector Production and Stability
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5. Buffer QC and Purification
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6. Concentration and Buffer Exchange
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7. Pre-formulation Processing
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8. Final Product Testing
ZEEBIECQAEESmEZEM
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isotonic) A% (iso-osmotic) B9 - EWME{ A AMmEL
Hopim2nmBAE Rk ? s B wmANREE
(Banking) AEIEHT - ‘BEAS R FEaRBERER Y
(Optimal |dent|ty) Z 1% (Safety) ~ #E (Purity) B EH
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Base DMEM media Base DMEM media
10% DMSO 7.5% DMSO MEAN 1410 2122 2083 1318 1117
10% FBS 2.5 PEG
50mM trehalose 2% BSA

Glycerol Solution PEG and DMSO (2) i 410 10 =10 130 180
Base DMEM media Base DMEM media
10% glycerol 7.5% PEG %CV 0.29 0.20 0.25 0.10 0.16

2.5% DMSO
2% BSA

- BL #RMEREET R B2 RRFH (Cryopreservatives)

NBECHAZER - RSN ERKRESERTHIER
miRFARETEERRAGE (n=5) WEAREE - @ERESHE ¢

DMSO #75 - ERAIGBN L BRI SE A ol 1 -

CV, coefficient of variation; PEG, polyethylene glycol; .

DMSO, dimethyl sulfoxide.
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FEiaxZ7E B : 8 Ways That Osmolality Testing Improves Cell And

Gene Therapy Process Development And Manufacturing
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