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BikE 5 304-2-B12
JAN (AAR%) A 7% 2/ R KT
JAN (3% 44) : Iptacopan Hydrochloride Hydrate

CO,H

* HCI * H,0

CasH30N204 « HCI + H20

4-{(25,4S)-4- F ¥ T -1-[(5-A R ¥ -T-ATF)V-1H-A o R—)b-4-A VYA F N RY T 0-2-4 LYE B
e —HERE— KR

4-{(2S,4S)-4-Ethoxy-1-[(5-methoxy-7-methyl-1H-indol-4-yl)methyl]piperidin-2-yl}benzoic acid monohydrochloride

monohydrate



Bk s 304-3-Bl
JAN (EA%) t HIBART b
JAN (3£ 44) : Camizestrant

C24H28F4Ns

N-[1-(3-7 /LA v 7 a B )T B F 2 -3-1 1]-6-[(6S,8R)-8- A F/L-7-(2,2,2- U 7 /LA 12 =F/1)-6,7,8,9-F
FZ7t REB3H-E 7Y r[43f1V*x /U 6B D-3-T I

N-[1-(3-Fluoropropyl)azetidin-3-yl]-6-[(6S,8R)-8-methyl-7-(2,2,2-trifluoroethyl)-6,7,8,9-tetrahydro-
3H-pyrazolo[4,3-flisoquinolin-6-yl]pyridin-3-amine



Békas  304-4-Bl
JAN (AAR%) V¥ rzxa)y
JAN (3% 44) : Linzagolix Choline

-0,C
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“ch, HsC_ CHa
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He” > oH

0 N_ _NH

F :@i\(
F H.C o
%o F

C22H14F3N207S « CsH14sNO

3-5-[23-VINABE6-A ¥ T T 2= ) A FFU]2-T A A B4 A FFTT 222 4-DFF -
12347 h Tt RaFx ) [34-dEY I VL5 HARVEE2-E KRSV NNN-RY AFLTH LTI =
v

2-Hydroxy-N,N,N-trimethylethanaminium 3-{5-[(2,3-difluoro-6-methoxyphenyl)methoxy]-2-fluoro-
4-methoxyphenyl}-2,4-dioxo-1,2,3,4-tetrahydrothieno[3,4-d]pyrimidine-5-carboxylate



Bk 304-4-B2
JAN (HAA4)
JAN (B %)

NI X<T (B FH#Z)
: Tozorakimab (Genetical Recombination)

T2 BRI RN AV T 4 REES

HEH
EVOLLESGGG LVQPGGSLRL SCAASGFTEFS SYAMSWVRQA PGKGLEWVSG 50
| |
ISAIDQSTYY ADSVKGREFTI SRDNSKNTLY LOMNSLRAED TAVYYCARQK 100
FMOLWGGGLR YPEFGYWGQGT MVIVSSASTK GPSVEPLAPS SKSTSGGTAA 150
LGCLVKDYFP EPVTVSWNSG ALTSGVHTEFP AVLQOSSGLYS LSSVVTVPSS 200
SLGTQTYICN VNHKPSNTKV DKRVEPKSCD KTHTCPPCPA PELLGGPSVF 250
LFPPKPKDTL MISRTPEVTC VVVDVSHEDP EVKENWYVDG VEVHNAKTKP 300
REEQYNSTYR VVSVLTVLHQ DWLNGKEYKC KVSNKALPAP IEKTISKAKG 350
QPREPQVYTL PPSREEMTKN QVSLTCLVKG FYPSDIAVEW ESNGQPENNY 400
KTTPPVLDSD GSFFLYSKLT VDKSRWQQOGN VEFSCSVMHEA LHNHYTQKSL 450
SLSPGK 456
L8
SYVLTQPPSV SVSPGQTASI TCSGEGMGDK YAAWYQQKPG QSPVLVIYRD 50
! |
TKRPSGIPER FSGSNSGNTA TLTISGTQAM DEADYYCGVI QDNTGVEGGG 100
TKLTVLGQPK AAPSVTLEFPP SSEELQANKA TLVCLISDEY PGAVTVAWKA 150
DSSPVKAGVE TTTPSKQSNN KYAASSYLSL TPEQWKSHRS YSCQVTHEGS 200
TVEKTVAPTE CS 212
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Ce414H0924N 170802006550 (% > /X7 'EE 5y, 4 AREH)
H # Ca227H3441N5030678S18
L 8 CogoH1525N261032557

F TR~ L, BRI v X —a A %33 ) u—F AHiETHY, b b IgGLICHET 5.
' Z%~701%, CHOMIBICE VEAESND. MY TX~T0, 456 DT X JERFREN G725 HEH (1
§) 2 AR 212 o7 X 7 BFkEEN G725 L8 (W2 80 2 K CTHERINLMEXY 7 E (F&E: K
147,000) TH 5.

Tozorakimab is a recombinant anti-interleukin-33 monoclonal antibody derived from human IgG1. Tozorakimab is
produced in CHO cells. Tozorakimab is a glycoprotein (molecular weight: ca.147,000) composed of 2 H-chains (y1-
chains) consisting of 456 amino acid residues each and 2 L-chains (A2-chains) consisting of 212 amino acid residues
each.
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JAN (AA4)  Fhx~7 (BisFHfz)

JAN (3% 44) : Donanemab (Genetical Recombination)
TR BRSO AT 4 RiEA
H#H
QVQLVQSGAE VKKPGSSVKV SCKASGYDFT RYYINWVRQA PGQGLEWMGW 50

| |
INPGSGNTKY NEKFKGRVTI TADESTSTAY MELSSLRSED TAVYYCAREG 100
ITVYWGQGTT VIVSSASTKG PSVFPLAPSS KSTSGGTAAL GCLVKDYFPE 150
PVTVSWNSGA LTSGVHTFPA VLQSSGLYSL SSVVTVPSSS LGTQTYICNV 200
NHKPSNTKVD KKVEPKSCDK THTCPPCPAP ELLGGPSVFL FPPKPKDTLM 250
ISRTPEVTCV VVDVSHEDPE VKFNWYVDGV EVHNAKTKPR EEQYNSTYRV 300
VSVLTVLHQD WLNGKEYKCK VSNKALPAPI EKTISKAKGQ PREPQVYTLP 350
PSRDELTKNQ VSLTCLVKGF YPSDIAVEWE SNGQPENNYK TTPPVLDSDG 400
SFFLYSKLTV DKSRWQQGNV FSCSVMHEAL HNHYTQKSLS LSPG 444
L$H
DIVMTQTPLS LSVTPGQPAS ISCKSSQSLL YSRGKTYLNW LLQKPGQSPQ 50
| |

LLIYAVSKLD SGVPDRFSGS GSGTDFTLKI SRVEAEDVGV YYCVQGTHYP 100
FTFGQGTKLE IKRTVAAPSV FIFPPSDEQL KSGTASVVCL LNNFYPREAK 150
VQWKVDNALQ SGNSQESVTE QDSKDSTYSL SSTLTLSKAD YEKHKVYACE 200
VTHQGLSSPV TKSFNRGEC 219

H$H QL : #isrie e 7 v & I Uk 5 H $H N295 « BESHAS & H 85 G444« Sy mk v v s
H$5 C218 — L £ C219, H #4C224 —H $5 C224, H#{C227 —H §4C227 : ¥ A7 1 Nk
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Cea52H10012N170802016Ss2 (& 2 /X7 EER 5y, AAREH)
HE#H Co167H3354N5740670S15
L#H CrosoH1656N 280033856

RFR=70%, NREAE e 72 I bENT=T I, RR—=ZXTF R (3-x) 1ZxT 5 iEfs - 2
7 —FAHURTH Y, TOMMMERESIZ~ 7 AFURICHK L, ZOftiide MgGLIZH KT 5. HEH
DCRUFOKASITRESN TS, RFx~71%, CHOMMIZ L W EAE SN D, R TR~ T71%, 44EOT
RIS HHEE (y18H) 2ARKRORIMED T 2 ) BRI DR HLEH (k) 2R CHERR SN D BES v
NIE (Grf&  £J148,000) THS.

Donanemab is a recombinant anti-N-terminal pyroglutamyl amyloid beta peptides (3-x) monoclonal antibody whose
complementarity-determining regions are derived from mouse antibody and other regions are derived from human
IgG1. In the H-chain, K445 at the C-terminus is deleted. Donanemab is produced in CHO cells. Donanemab is a
glycoprotein (molecular weight: ca. 148,000) composed of 2 H-chains (yl-chains) consisting of 444 amino acid

residues each and 2 L-chains (k-chains) consisting of 219 amino acid residues each.



B S 304-6-B2
JAN (AA%) FARXYA=7 (B TFHHZ)
JAN (3% 44) : Mosunetuzumab (Genetical Recombination)

T2 BRI RN AV T 4 REES

$1L CD20-H 84

EVQLVESGGG LVQPGGSLRL SCAASGYTFT SYNMHWVRQA PGKGLEWVGA 50
| I
IYPGNGDTSY NQKFKGRFTI SVDKSKNTLY LOMNSLRAED TAVYYCARVV 100
YYSNSYWYFD VWGQGTLVTV SSASTKGPSV FPLAPSSKST SGGTAALGCL 150
VKDYFPEPVT VSWNSGALTS GVHTFPAVLQ SSGLYSLSSV VIVPSSSLGT 200
QTYICNVNHK PSNTKVDKKV EPKSCDKTHT CPPCPAPELL GGPSVFLFPP 250
KPKDTLMISR TPEVTCVVVD VSHEDPEVKEF NWYVDGVEVH NAKTKPREEQ 300
| |

YGSTYRVVSV LTVLHQDWLN GKEYKCKVSN KALPAPIEKT ISKAKGQPRE 350
POVYTLPPSR EEMTKNQVSL WCLVKGFYPS DIAVEWESNG QPENNYKTTP 400
PVLDSDGSFF LYSKLTVDKS RWQOQOGNVFESC SVMHEALHNH YTQKSLSLSP 450
GK 452
HiCD20-L#4

DIQOMTQSPSS LSASVGDRVT ITCRASSSVS YMHWYQOQKPG KAPKPLIYAP 50

| I
SNLASGVPSR FSGSGSGTDF TLTISSLQPE DFATYYCQQW SFNPPTEFGQG 100
TKVEIKRTVA APSVFIFPPS DEQLKSGTAS VVCLLNNFYP REAKVQWKVD 150
| |

NALQSGNSQE SVTEQDSKDS TYSLSSTLTL SKADYEKHKV YACEVTHQGL 200
SSPVTKSFNR GEC 213



$1 CD3e-H 84

EVQLVQSGAE VKKPGASVKV SCKASGYTFET NYYIHWVRQA PGOGLEWIGW 50
| |
IYPGDGNTKY NEKFKGRATL TADTSTSTAY LELSSLRSED TAVYYCARDS 100
YSNYYFDYWG OGTLVTVSSA STKGPSVFPL APSSKSTSGG TAALGClLVKD 150
YFPEPVTVSW NSGALTSGVH TFPAVLQSSG LYSLSSVVTV PSSSLGTQTY 200
ICNVNHKPSN TKVDKKVEPK SCDKTHTCPP CPAPELLGGP SVFLFPPKPK 250
DTLMISRTPE VTCVVVDVSH EDPEVKEFNWY VDGVEVHNAK TKPREEQYGS 300
| I
TYRVVSVLTV LHODWLNGKE YKCKVSNKAL PAPIEKTISK AKGQPREPQV 350
YTLPPSREEM TKNQVSLSCA VKGFYPSDIA VEWESNGQPE NNYKTTPPVL 400
| |

DSDGSFFLVS KLTVDKSRWQ QOGNVESCSVM HEALHNHYTQO KSLSLSPGK 449
$1CD3e-L4H

DIVMTQSPDS LAVSLGERAT INCKSSQSLL NSRTRKNYLA WYQQKPGQPP 50

| |
KLLIYWASTR ESGVPDRFSG SGSGTDFTLT ISSLOAEDVA VYYCTQSFIL 100
RTFGQGTKVE IKRTVAAPSV FIFPPSDEQL KSGTASV\ilCL LNNFYPREAK 150
|

VOWKVDNALQ SGNSQESVTE ODSKDSTYSL SSTLTLSKAD YEKHKVYACE 200
VTHQGLSSPV TKSFNRGEC 219

$1 CD20-H # K452, #7L CD3e-H #{ K449 : Himpny7rmtv 7
$1 CD20-H #4 C225—#t CD20-L #{ C213, #t CD3e-H ${ C222—#L CD3e-L #{ C219, L CD20-H #{ C231—#it
CD3e-H #{ C228, #1t CD20-H #4 C234—$7L CD3e-H #{ C231 : A/ 7 ¢ FiEE

Ces15H10031N172502025S43 (& /37 B 57, 4 ARHH)
P CD20-H 44
P CD20-L 4
P CD3e-H
P CD3e-L 44

C2220H3417N5850674S16
C1023H1576N2740331S7
C2202H3383N5770678514
C1061H1663N2890342S6



EARY A T7IE, CD20 KU CD3e STk T D8 s iz “HFREE ) 7 n—F AHiRTH Y, T
CD20 #if& J Ut CD3e $HPUAR DM EIZE N Eh~ U APURICHK L, ZOfMide b IgGL IZHIk
T 5. PLCD20-H$HD 2 2O 7 I 7 Wik iLi @ (N302G, T371W) X4, $LCD3e-HEHD 4 >DT 3/
FRFE LA E L (N299G, T368S, L370A, Y409V) SN TW5. EARY XA~T7L, CHO Mg LV EA S
b, FEARY AT, 452 O 7T 2 IR S 7 250 CD20-H 85 (y1 $5) 1K, 2137 2/ Fegk
MBI 5P CD20-L #5 (x 85) 1K, 449 HD7 I/ WRFERIEN S 72 HP1 CD3e-H 4 (y1 $4) 1 AKX 219
BOT I BN G722 550 CD3e-L #1 (x$H) LA TR EIND X VXV ETHD.

Mosunetuzumab is a recombinant bispecific monoclonal antibody against CD20 and CD3e chain, which is composed
of anti-CD20 antibody and anti-CD3¢ chain antibody whose complementarity-determining regions are derived from
respective mouse antibodies and other regions are derived from human IgG1. In the anti-CD20-H-chain, the amino
acid residues are substituted at 2 positions (N302G, T371W). In the anti-CD3e-H-chain, the amino acid residues are
substituted at 4 positions (N299G, T368S, L370A, Y409V). Mosunetuzumab is produced in CHO cells.
Mosunetuzumab is a protein composed of an anti-CD20-H-chain (y1-chain) consisting of 452 amino acid residues, an
anti-CD20-L-chain (kx-chain) consisting of 213 amino acid residues, an anti-CD3&-H-chain (y1-chain) consisting of

449 amino acid residues, and an anti-CD3g-L-chain (k-chain) consisting of 219 amino acid residues.
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