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Non-reduced CE-SDS:........ccccciviiiiininiiiiiiciciies >90%;

SEC-HPLC: ...ttt >95%;

Bacterial Endotoxins Test: ........cccccoceveviviiniiiennne. <3EU/mI

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

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

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

Biological ACHVItY:.......cccuvveiiieeieeeiee et 80% to 125% of standard
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Trastuzumab is a humanized monoclonal antibody for patients with invasive breast cancers
that overexpress HER2. Trastuzumab has been clinically used to treat HER2 Positive
Metastatic Breast Cancer and HER2 Positive Gastric Cancer..

ErbB2

Treatment of HER2-overexpressing breast cancer cell lines with Trastuzumab results in
induction of p27KIP1 and the Rb-related protein, p130, which in turn significantly reduces the
number of cells undergoing S-phase. A number of other phenotypic changes are observed in
vitro as a consequence of Trastuzumab binding to HER2-overexpressing cells. Interaction of
Trastuzumab with the human immune system via its human immunoglobulin G1 Fc domain
may potentiate its antitumor activities. in vitro studies demonstrate that Trastuzumab is very
effective in mediating antibody-dependent cell-mediated cytotoxicity against HER2-
overexpressing tumor targets. Trastuzumab consists of two antigen-specific sites that bind to
the juxtamembrane portion of the extracellular domain of the HER2 receptor and that
prevent the activation of its intracellular tyrosine kinase. Trastuzumab recruits immune
effector cells that are responsible for antibody-dependent cytotoxicity. The presence of
Trastuzumab IgG significantly increases killing of all breast cancer cell lines. The ADCC
activity of PBMCs evoked by Trastuzumab is equally strong against Trastuzumab-sensitive
(SKBR-3) or Trastuzumab-resistant (JIMT-1) breast cancer cells, with dose-dependent cell
death reaching 50-60% killing at an effector/target ratio of 60:1

Trastuzumab treatment of mouse xenograft models results in marked suppression of tumor
growth. When given in combination with standard cytotoxic chemotherapeutic agents,
Trastuzumab treatment generally results in statistically superior antitumor efficacy compared
with either agent given alone. Trastuzumab causes a significant growth inhibition of the
outgrowth of macroscopic JIMT-1 xenograft tumors in both nude and SCID mice.
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hRimS . Target
MB2806 aflibercept VEGFR
MB2786 Alemtuzumab CD52

MB2787 Alirocumab PCSK9
MB2789 Avelumab PDL-1
MB2790 Atezolizumab PDL-1
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MB2791 Bevacizumab VEGF
MB2792 Cetuximab EGFR
MB2803 Daratumumab CD38
MB2794 Denosumab RANK Ligand
MB2023 Eculizumab FMAE H(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
MB2774 Obinutuzumab CD20
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
MB2784 Adalimumab TNF-a
MB2758 Ustekinumab IL-12
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