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— DU LN 1487

(Tissue Necrosis Factor TNF inhibitors)

— THEEL1/6/17/12/23%B8H115H
(Interleukin 1/6/17/12/24 inhibitors)

— BANAE %7 (B-cells depletion)
— T4 AEHTFET] (T-cells inhibition)
— JAK #17% (Janus Kinase Inhibitors)
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— DU LN 1487

(Tissue Necrosis Factor TNF inhibitors)
— Etanercept

— Infliximab - FFREHTE

— Adalimumab

— Certolizumab

— Golimumab



AWK - BT

— THEEL/6/17/12/23 % FE P15
(Interleukin 1/6/17/12/24 inhibitors)

— IL 1 - Anakinra - RIEFUETEM
— 1L 6 - Tocilizumab - &FREATE
— IL 17 - Secukinumab/Ixekizumab
— IL 12/23 - Ustekinumab



AWK - BT

— BANAE 257 (B-cells depletion)
— Rituxumab
— TAMPuPTEET] (T-cells inhibition)

— Abactacept

— JAK #7175 (Janus Kinase Inhibitors)
— Tofactinib - [ARZEY)
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— Infliximab/Tocilizumab/Rituxumab
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reactions)
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Tocilizumab / Tofacitinib
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— [MAkZ2%) (Kinase Inhibitors)
— WA (Biosimilar)
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Y MW: 151.163 g/mol

O



— ' - 1[¢] 4 F:
trimer

Fab region
—— Variable murine
binding site
for TNFa

MW: 144190.3 g/mol

— Fc constant region

Adapted from: Knight DM, et al. Mal Immunol. 1993; 30(16):1443-53.
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— YRR AEAY
— BMEHEA MR NZE AR T4 (amino acid sequcne)
— AR A MFEERE (Structure)

— Biosimilar: “biotherapeutic product which is
similar in terms of quality, safety and efficacy
to an already licensed reference biotherapeutic
product”
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“Stand-alone™ Development Program, 351(a) “Abbreviated™ Development Program, 351(k)
Goal: To establish safety and efficacy Goal: To demonstrate biosimilarity
of a new product (or interchangeability)
Clinical
Safety and Efficacy Additional
(Phases 1, 2, 3) E

NOTT N1C3d

Non-clinical

Analytical
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