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Nivolumab 100 mg/10 mL concentrate for solution for infusion

Fow1  Nivolumab 100 mg/10 mL concentrate for solution for infusion
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LaziauiinGn
AuaudANamnAila
Test Items Specification

1. Protein Concentration (A280) 9.0-11.0 mg/mL
2. pH 5.5-6.5
3. Imaged Capillary Isoelectric Focusing (ICIEF)

Acidic Peaks < 46%

Main Peak > 47%
4. Tryptic Peptide Mapping Sample Identified as nivolumab
5. Cell-Based Bioassay 65-135%
6. Potency ELISA 70-130%
7. Activity Binding ELISA 70-130%

8.CE-SDs......



Test Items
8. CE-SDS Reduced Purity of heavy and light chain peaks
9. CE-SDS Non — Reduced Purity of major peak
10. SE-HPLC
%Monomer
%HMW
%LMW
11. Polysorbate 80
12. Osmolality
13. Particles/Vial=25 microns
14. Particles/Vial>10 microns
15. Semi-Quantitative Visible Particles 10 mL Vial
16. Extractable Volume (100 mg/10 mL)
17. Bacterial Endotoxin
18. Sterility
19. Remaining TOR 8-25°C with light
20. Remaining TOR 8-25°C without light
Roulvdue

Specification
> 97%
> 92%

> 96%

< 2.5%

< 1.5%

100-300 micrograms/milliliter
310-370 mOsm/kg

<600 Part/Vial

<6000 Part/Vial

<2.0 Part/Vial

>10.0 mL

< 0.20 EU/MG

Complies with USP Requirements
‘no growth observed’
>135.00 h

>352.00 h
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5.3 NanviTenang e udunNLFUs TEnI UM IHER YedingRuveinend fsy (drug substance)
1 5.2 fugunIsnarveananiagiend 593U (finished product) 98 5.1
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