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JAN (HAR%) AV 74 —¥ TL77 (Enrifz)
JAN (3% 44) : Olipudase Alfa (Genetical Recombination)
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Olipudase Alfa is a recombinant human sphingomyelin phosphodiesterase analog corresponding to amino acids 14 —
583 of human sphingomyelin phosphodiesterase. Olipudase Alfa is produced in Chinese hamster ovary cells, which
is a glycoprotein (molecular weight: ca. 76,000) consisting of 570 amino acid residues.



iRk 28-1-B5
JAN (HA%) =3I v X~7 (EsHfz)
JAN (3% 44) : Emicizumab (Genetical Recombination)

T BRI KRN AV T 4 REES

L 45
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Emicizumab is a recombinant bispecific humanized monoclonal antibody composed of complementarity-determining
regions derived from rat anti-human blood coagulation factor IXa (FIXa) antibody and mouse anti-human blood
coagulation factor X (FX) antibody, human framework regions and human IgG4 constant regions. In the anti-FIXa H-
chain, the amino acid residues at position 202, 231, 299, 359, 412, 438 and 448 are substituted by GIn, Pro, Tyr, Lys,
Lys, Arg and Pro, respectively, and Gly and Lys at the C-terminal are deleted. In the anti-FX H-chain, the amino acid
residues at position 198, 227, 295, 408, 438 and 444 are substituted by GlIn, Pro, Tyr, Lys, Glu and Pro, respectively,
and Gly and Lys at the C-terminal are deleted. Emicizumab is produced in Chinese hamster ovary cells. Emicizumab
is a glycoprotein (molecular weight: ca. 148,000) composed of an anti-FIXa H-chain (y4-chain) consisting of 448
amino acid residues, an anti-FX H-chain (y4-chain) consisting of 444 amino acid residues and 2 L-chains (k-chains)

consisting of 214 amino acid residues each.
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1-Cyclopropyl-6-fluoro-4-oxo-7-(piperazin-1-yl)-1,4-dihydroquinoline-3-carboxylic acid hemiheptahydrate
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4-(4-{[2-(4-Chlorophenyl)-4,4-dimethylcyclohex-1-en-1-yl]methyl}piperazin-1-yl)-
N-[(3-nitro-4-{[(oxan-4-yl)methyl]amino}phenyl)sulfonyl]-2-[ (1H-pyrrolo[2,3-b]pyridin-5-yl)oxy]benzamide
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{(1R)-3-Methyl-1-[(2S)-3-phenyl-2-(pyrazine-2-carboxamido)propanamido]butyl}boronic acid monohydrate
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