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3.1 Finished product specification:

VD Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Bioassay 70.0 - 130.0%
313 | pH 53-6.1
3.1.4 | Particles
- Visible foreign Essentially free of visible particulate matter
- Visible Translucent < 3 Particles/ml
Particles > 10 pg < 6,000 Particles/Vail
Particles = 25 pg < 600 Particles/Vial
3.1.5 | Osmolality 279 mOsmol/kg to 3d2 mOsmol/kg

3.1.6 | Turbidity < 6 NTU




3.1.7 | Purity
- SE-HPLC: Main Component > 98.1%
- SE-HPLC: HMWS < 1.9%
- Reduced cSDS: Purity > 93.2%
- Reduced cSDS: New Peaks No new peak > 0.1%
3.1.8 | Post Transitional Modifications: MAM
Peptide Map
- EGFR HC Asp99 isomerization | < 4.0%
3.1.9 | Microbial Contaminants
- Endotoxin < 7.14 EU/ml
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