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C19H15F3N203 + H20
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A 2 R=L2(1H)-A V]-4-( b U 7 Fa AF )R AT 2 R — K

N-[(3aR,4R,4aR,5aS,6S,6aS)-1,3-Dioxo-3,3a,4,4a,5,5a,6,6a-octahydro-4,6-ethenocyclopropa[flisoindol-2(1H)-yl]-
4-(trifluoromethyl)benzamide monohydrate
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: Sacituzumab Govitecan (Genetical Recombination)
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1-[(trans-4-{[(1-{(34S)-38-7 3 / -34-[(4-{[{[(4S)-4,11-¥ = F /L-9-t R 1 ¥ -3/14-T 74 % V-34,12,14-F |
ZFt Rue-1H-v7 /[34°6,7]1 > R U T /[1,2-b]% / U L -4-A N]AF LI NVR =) F ] AF YT
= =V IVNTE A JL]-28,32-V A X V-3,6,9,12,15,18,21,24,30- ) F A X H-2733- T YA X N T a
B 1-ANYIH-123- 8 U T = bbb A W) A TF NI N A LI T BT UL AT IL]-256-TF F
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Sacituzumab Govitecan is an antibody-drug-conjugate (molecular weight: ca.159,000) consisting of Govitecan
((3RS)-1-[(trans-4-{[(1-{(34S)-38-amino-34-[(4-{[({[(4S)-4,11-diethyl-9-hydroxy-3,14-diox0-3,4,12,14-
tetrahydro-1H-pyrano[3',4":6,7]indolizino[1,2-b]quinolin-4-yl]oxy}carbonyl)oxy]methyl }phenyl)carbamoyl]-28,32-
dioxo-3,6,9,12,15,18,21,24,30-nonaoxa-27,33-diazaoctatriacontan-1-yl}-1H-1,2,3-triazol-4-
yl)methyl]carbamoyl}cyclohexyl)methyl]-2,5-dioxopyrrolidin-3-yl  group (C7zsHgsN11O22; molecular weight:
1,481.62)), which is composed of camptothecin derivative and linker, attached to an average of eight cysteine residues
of a recombinant monoclonal antibody. The antibody moiety is an anti-cell surface glycoprotein Trop-2 monoclonal
antibody, the complementarity-determining regions of which are derived from mouse antibody and other regions are
derived from human 1gG1 and produced in mouse myeloma (SpESFX-10) cells. The protein moiety is a glycoprotein
(molecular weight: ca.148,000) composed of 2 H-chains (y1-chains) consisting of 451 amino acid residues each and
2 L-chains (k-chains) consisting of 214 amino acid residues each.
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Propane-1,2,3-triyl tris(4-phenylbutanoate)
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6-{[(1S)-1-Phenylethyllamino}-3-(propan-2-yl)pyrimidine-2,4(1H,3H)-dione
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Ca9H24F4N203 + C7Hs03S
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(5R)-5-(4-{2-[3-(Fluoromethyl)azetidin-1-yl]ethoxy}phenyl)-8-(trifluoromethyl)-
5H-[1]benzopyrano[4,3-c]quinolin-2-ol mono(4-methylbenzenesulfonate)
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1-{[4-({4-[(4R,5R)-3,3-Dibutyl-7-(dimethylamino)-4-hydroxy-1,1-dioxo-2,3,4,5-tetrahydro-1H-1A%-
benzothiepin-5-yl]phenoxy} methyl)phenylJmethyl}-1,4-diazabicyclo[2.2.2]octan-1-ium chloride
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(3R,6S)-4°-Fluoro-3,6-dimethyl-5-oxa-2,8-diaza-1(5,3)-pyrazolo[1,5-a]pyrimidina-4(1,2)-benzenacyclononaphan-
9-one



Bk

JAN (HA4)
JAN (FE 4)

304-8-B9

77N ~7 (Bis R Z)

: Favezelimab (Genetical Recombination)
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QARTHERR SN DRESX X7 (Gr 18 1 #9 149,000) Th 5.

Favezelimab is a recombinant anti-LAG-3 monoclonal antibody whose complementarity-determining regions are
derived from mouse antibody and other regions are derived from human IgG4. Favezelimab is produced in CHO
cells. Favezelimab is a glycoprotein (molecular weight: ca. 149,000) composed of 2 H-chains (y4-chains) consisting

of 446 amino acid residues each and 2 L-chains (k-chains) consisting of 218 amino acid residues each.
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8-[(3R)-3-Aminopiperidin-1-yl]-7-(but-2-yn-1-y1)-3-methyl-1-[(4-methylquinazolin-2-yl)methyl]-3,7-dihydro-1H-
purine-2,6-dione hemihydrate
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(4-Benzyl-4-hydroxypiperidin-1-yl)([2,4'-bipyridin]-3-yl)methanone
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Ca6H23N70; « C4H4O4 + H20
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4-{8-Amino-3-[(25)-1-(but-2-ynoyl)pyrrolidin-2-yl]imidazo[ 1,5-a]pyrazin-1-yl} -N-(pyridin-2-yl)benzamide

monomaleate monohydrate
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(2R)-2-[(4-{[(3,4-Dihydro-2H-pyrano[2,3-c]pyridin-6-yl)methylJamino} piperidin-1-yl)methyl]-1,2-dihydro-3H,8 H-

2a,5,8a-triazaacenaphthylene-3,8-dione monomethanesulfonate dihydrate
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(15)-1,5-Anhydro-1-C-{4-chloro-3-[(4-ethoxyphenyl)methyl]phenyl}-D-glucitol
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6-(1-Methyl-1H-pyrazol-4-yl)-1-[6-(1-methyl-1H-pyrazol-4-yl)imidazo[1,2-a]pyridine-3-sulfonyl]-1H-
pyrazolo[4,3-b]pyridine monohydrate

X JAN DIAAOIEHRIZ, &L L THERLE L,



	挿入元ファイル:"審査管理課_別添(案).pdf"
	【R5-1第3弾】審査管理課_別添(案)
	グマロンチニブ水和物 _【R5-1第3弾】審査管理課_別添(案)


