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V-2

Stability -2

∆ Aggregate ≤ Control

VI Load; 
Process Hold Time & Temperature

Virus Inactivation (VI)

Log reduction value,
LRV ≥  4.0

VI Load;
2-8 °C & Hold Time: ≥ 1 hr 

Impurity & Detergent
Clearance

Detergent ≤ Detectable Limit
Impurity* ≤ Control

VI Load; 
Process Hold Time & Temperature

Stability -1

Drug Substance; 
Detergent: 1-10 CMC;

Ambient; 24 hr

Selected Detergent Conditions: OG, DDM, LDAO; Protein: Fus1 and Fus2

∆ Aggregate ≤ 
Control (No Detergent)
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