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SEC-HPLC ... >95%;

Bacterial Endotoxins Test: .......cccccccvvviiiieniiiniicennens <10EU/mI

Residual Proteins of HostCell: ..........cccccooeiiiiiiiienns <100 ng/mg

Exogenous residual DNA: ........ccoooiiiiiiiiiiiiieeeee <100pg/mg

Residual Protein A: ... <100 ng/mg

Biological ACHVItY:........ccoeiiiiiiiiiiceetee e 80% to 125% of standard
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ik Obinutuzumab (GA101) a novel glycoengineered Type Il CD20 monoclonal
antibody in development for non-Hodgkin lymphoma.

#0e CD20

Obinutuzumab is found to be superior to rituximab and ofatumumab in the induction of direct
cell death (independent of mechanical manipulation required for cell aggregate disruption
formed by antibody treatment), whereas it is 10 to 1,000 times less potent in mediating CDC.

{=4Hp Obinutuzumab shows superior activity to rituximab and ofatumumab in ADCC and whole-
blood B-cell depletion assays, and is comparable with these two in ADCP. Obinutuzumab
also shows slower internalization rate upon binding to CD20 than rituximab and
ofatumumab.

Obinutuzumab is more active than rituximab administered at similar doses on established RL
tumors. The antitumor effect of obinutuzumab against RL xenografts is dose dependent in
terms of tumor growth inhibition (TGI). TGl is calculated using NCI formula at day 34 and
shows values of 25, 75, and 85% for the 10, 30, and 100 mg/kg dosages of obinutuzumab,
respectively. The higher doses of 30 and 100 mg/kg of obinutuzumab significantly inhibit the
growth of RL tumors and result in some complete tumor remissions (10% and 30%,

v 4| respectively). Tolerability of obinutuzumab with these regimens is excellent and no
significant modification of body weight is observed. Obinutuzumab induces a strong
antitumor effect, including complete tumor remission in the SU-DHL4 model and overall
superior efficacy compared with both rituximab and ofatumumab. Obinutuzumab plus
bendamustine achieves superior tumor growth inhibition versus rituximab plus bendamustine
and shows a statistically significant effect versus the respective single treatments.
Obinutuzumab plus chemotherapy is superior to the respective monotherapies.
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FRmRS R Target
MB2806 aflibercept VEGFR
MB2786 Alemtuzumab CD52
MB2787 Alirocumab PCSK9
MB2789 Avelumab PDL-1
MB2790 Atezolizumab PDL-1
MB2791 Bevacizumab VEGF
MB2792 Cetuximab EGFR
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MB2803 Daratumumab CD38
MB2794 Denosumab RANK Ligand
MB2023 Eculizumab HMAE F(C5)
MB2795 Etanercept TNF
MB2797 Evolocumab PCSK9
MB2773 Infliximab TNF-a
MB2769 Ipilimumab CTLA-4
MB2772 Matuzumab EGFR
MB2766 Mepolizumab IL-5
MB2767 Nivolumab PD-1
MB2784 Adalimumab TNF-a
MB2776 Ofatumumab CD20
MB2777 Omalizumab IgE
MB2781 Panitumumab EGFR
MB2761 Pembrolizumab PD-1
MB2762 Pertuzumab HER2
MB2763 Ranibizumab VEGFR
MB2938 Ramucirumab VEGFR
MB2749 Rituximab CD20
MB2757 Secukinumab IL-17
MB2751 Tocilizumab/Atlizumab IL-6 receptor
MB2753 Trastuzumab ErbB2
MB2758 Ustekinumab IL-12
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