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( 56 ) ( A2024-469 ) BEALA—FA VY —HALAHEEOBENRT 04 FIGREZT TV 5 BE 245 BikE S
REBEERE L L TLY3650150 (L7 Y F X~=7) OFEROCLEMEZFMMT 2EMARER (| BAM—T10 VU ) —Et )
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ZRVEEREICHET I MEE (EFX16) 202510 FX 16_1 4H (FEE 2025 4F 9 H 26 Hf)
RBRICBET 2 AT RFEE (X100 202510 FX 10 [#5] (FEF 2025 4 9 A 12 HA)

( 57 ) ( A-2024-470 ) BARANOEFREMEREMEE RMEIIERE (LGS0C) BEZXHL LT avutometinib (VS-6766,
RAF/MEK “EFEH]) & defactinib (FAK FAEHA]) & OfFAFEEZFMT 58 I HRE  ( (ARENEILAN) BAREEZ
FRL— g o XS )

< REMIEREICET A MEE (EX16) 202510 EX 16 1 14FH (FEE 2025 45 9 A 24 HA)

( 58 ) ( A-2024-471 ) HR+/HER2-EEBMEIIFIZISIT S MK-2870 DEFIXIRAT v X< 7 L OftAOEMARRE
( MSD#R=U&H )

EELAEEFRICETI2HEE (BERLEH) (EX12) 20250817 a5 3 # (FFF 20254 9 H 5 HA)
s LEAPEE AT s E (&R 16) 202510 FX 16_1 4 E (FEfE 2025 4 9 A 17 BF))
ERMEREICET A MEE (ER16) 202510 EB 16 2 H (FEJ& 2025 4F 9 B 26 Hf))

(59 ) ( A2024-472 ) FREERELSEHEERLTCOARWV NI FAXHTT ¢ TILBRHE % 3B MK-2870+<A7a Y
A= 7 H R Y ERRIUSR & BT 2 EMAERE ( MSDBEASH )
« LAPEE AT s E (&R 16) 202510 FERX 16_1 - E (FERE 2025 4 9 A 17 BE))

« LEAPEE AT s E (&R 16) 202510 FEX 16 2 H (FEIE 2025 4 9 H 26 HE))

( 60 ) ( A-2024-477 ) TRAFSEPRIHKRAHOKBEZLIAEMELZANT IBMEEMBBEENSRL L,
baxdrostat & Z /X7 Y 7uI DAy MFBIRE IIIARER (| 7 RA MRS )
< VEBRICEIT AL RS (B 10) 202510 FX 10 (FEE 2025 4F 9 A 26 AAfF)

(61 ) ( A2024-478 ) HEENSEEOSREHERMBE LR L Lz ESK-001 OB RIMER Vet % M 5 2R
R, BIEAN, —EER, 77 B ARLKOEEKMEE 3 /B35 (ONWARDL) ( (RBRENEBEEAN) Fortrea Japan #F=N&fk )
MG REICET A WEE (ERX16) 202510 EBHX 16_1 H (FEE 2025 4F 9 H 9 HAT)

LRMEREICET A MEE (ER16) 202510 EF 16 2 H (P8 2025 4F 9 B 17 HAY)

(62 ) ( A-2024-479 ) AEWERRENC X 3 BB O R WSS R iR B E ORI B INJ-17242113 DFEZR)
R OREM LT 55 3 H, SHRER, S aME, —BEER, FIERHMBERBR (| vYrbr7r—~#HAat )
« RAVEIEWRE T AHREE (B 16) 202510 E=ERX 161 B (PEE 2025 4 9 H 26 HA)

(63 ) ( A2024-480 ) AEMpERIBIKNC X B IGEED b 5 BB R B S BB DIARIZIBIT B INJ-T7242113 DES)
MR LM E T 55 34, ZHRER, S, —HER, FIERABERBR (| vYrbrrr—~#HAaH )
REMERFICET A WmEE (EX16) 202510 FHX 16 1B (FEE 2025 £ 9 A 26 Hf])

< VEBRICET AL RS (EX 100 202510 K 10 [FE] (WEE 2025 4F 9 B 17 HA)

( 64 ) ( A2025-482 ) EBESHOERZE SRS L LT SB1518 O ITI #8388k  ( Swedish Orphan Biovitrum Japan £
L&tk )
CREMEREICHETOWmES (FX16) 202510 FX 16_1 #-H (VEf& 2025 42 9 1 5 HAD)
CREMEEARSEICET oW E (BX16) 202510 & 16_2 fFH  (PHJE 2025 4F 9 H 25 A )
-9 .-



IRBICET A AT (B 10) 202510 F 10_ [E] (VEE 2025 45 9 H 26 HAT)
< VBB AL EREEE (EX10) 202510 K 10 (PEIE 2025 4F 9 H 26 Af)

(65 ) ( A2025-483 ) WREREE B DFFRRAMELASER BB NASH/MASH PR %A 5 BEIC survodutide Z#¢5-
Lzt & DFRMEEZRIET2RBE (| BRENEEA Svr7enr - 02 —Fva kst )

- BEMEREICETOWmES (FX16) 202510 FX 16_1 #-H (VE/E 2025 4F 9 A 10 AAS)

PENG A BT A (B 16) 202510 X 16 2 #F B (FEJE 2025 4 9 A 17 HAH)

PENG A BT A (B 16) 202510 X 16 3 F B (FEJE 2025 4F 9 A 24 HAT)

(66 ) ( A2025-484 ) NASH/MASH FFEZEDIFRBEZA T % BEIC survodutide Z#5 L7z & & OFAMEZRIET 57
® ( BBRENEEAN SLrBL - A2 —F 2 a AR et )

s EVERSHRAC BT A (BN 16) 202510 FE 16 1 EE (P 2025 4E 9 A 10 HAT)

- EVERE AR A A E (BN 16) 202510 F 16 2 fFH (T 2025 4E 9 A 17 HAT)

- EVERS AR A A E (BN 16) 202510 F 16 3 FH (T 2025 4E 9 A 24 HAT)

( 67 ) (' A-2025-485 ) A Phase 3, Open—label, Multicenter, Randomized Trial of Trastuzumab Deruxtecan with
Bevacizumab Versus Bevacizumab Monotherapy as First—-line Maintenance Therapy in HER2-Expressing Ovarian CancerHER2 %
HINEBEO—RMERREL LTO R AV AT FAT AT I + ARV X2 THRARE L ANV X~ THAREL BT 558
111 fAFEE ML LR EERRR (B =att )

C ZEVEERSICET o HEE (EX16) 202510 EX 16_1 fFH  (FE 2025 4F 9 H 26 Af))

(68 ) ( A2025-486 ) HEEMNLEEDT FE—MRERAOBE SR L Uiz INJ-95475939 DB ZIMER N2tk 3F
i3 LMmRLR, T F b, ZEER, F7EARROERSR, AERE F2b HBBR ( vYrevr7r—~HFEat )
- BEMEHEICET AEAE GEX 16) 202510_E3 16 1 H (P& 2025 4F 9 A 25 AfT)

IRBRICET A AT RGEE (EX10) 202510 X 10_ [#A] (FEE 2025 4 9 A 10 A )

( 69 ) (' A-2025-487 ) PSENl (Presenilinl) BETFEETNAYNA~v—BREEZNSH L L TW-012R OASIMEL OZ4
HEE TG 58 0 /MFERER (CEERIETHF LEERE) ( PNk EAE )
cLHEVEFREICE T HAEE (EX16) 202510 X 16_1 fFH (PG 2025 45 9 A 18 AfY)

( 70 ) ( A-2025-488 ) A Multi—Center, Randomized, Double-Blind, and Placebo—Controlled Phase 3 Study
toEvaluate the Efficacy and Safety of zasocitinib (TAK-279) in Subjects with Active PsoriaticArthritis Stratified by
Prior Biologic Use (LATITUDE-PsA-3002) ¥ RA OfEABEOFE TR L - FEEEREESHREBE 2 HFRIT,
zasocitinib (TAK-279) DF MR LML FMT 55 3 M, BHRLR., 77 b, ZEER. 77 2 H%RABR (LATITUDE-
PsA-3002) ( EEEM,TEERNSE )

CREMEEREICET o mEE (FA16) 202510 FA 16 1 #FH  (P/E 2025 4F 9 A 12 HAF)

CREMEEREICET o mEE (FA16) 202510 F 16 2 fFH (P& 2025 4F 9 A 17 HAT)

(71 ) ( A-2025-490 ) HIBRREESUIEERE: MY FAXHT + 728 (PD-L1 CPS 10 A¥) (o3 3 —WiggE L LT D,
MK-2870 (sac—TMT) D EMEEIER NMK-3475 (NRA7 v Y X<=7) LORHERELZ., RREYEMPIER L ZRRE KR T558 3/
KB ( MSDBERSAE )
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AME R T 2L (2 16) 2025102 16_1 -E (FEIE 2025 4% 9 A 16 Af)
EMEEWEICET A HAE (EX16) 202510 _#X 16_2 8 (FHIE 2025 45 9 A 25 HAH)
< VBB AL E R (EX10) 202510 K 10 (FEIE 2025 4F 9 H 24 AA)

(72 ) ( A-2025-491 ) TICON 7 Y =N Y H—FEREt GRRENGEA) OEBIC & BERMEIEEEEERELG
EEETDHRANBELEZRBL Ll aficamten (CK-3773274) DR (| (ABREWNEHEA)ICON 7 V) =1 ) b —FEFE

T )
« LAPEE AT s E (&R 16) 202510 FX 16_1 4 E (FEfE 2025 4 8 H 29 Hf))
greesy

PSR T 2 MEE (B 16) 202510 =X 16_2 - (FH/& 2025 4 9 A 12 Af))

(73 ) ( A2025-492 ) RBEEETHGMERELNELLEPLO OB IIIHARER ( 77—~z okr 7 Vv
A )
« LEPEE AT s E (ER16) 202510 FERX 16_1 B (FERE 2025 4 9 H 24 B f))

( 714 ) ( A-2025-493 ) WUz (IR) #i/BIEREMEEERLE (WIBC) B % %8I Nadofaragene Firadenovec & #RiBE

BENMET2EELAMHBRENbHEARE ( 72V 7 - 77y —<A&tt )
« LAPEE AT 2 HEE (&R 16) 202510 FERX 161 - E  (FERE 2025 4 9 A 16 HE))

« LAPEE AT s E (&R 16) 202510 FX 16 2 FA (VHE 2025 4 9 A 24 Af))

( 75 ) ( A2025-494 ) WEENSEEOIHMEMBE L35 L LT ESK-001 DRI ZEME, MR OKIGD
FefgetE % A3 2 ks 535k (ONWARD3) ( (BBREMNEPEAN) Fortrea Japan FRiUaf: )
o LAPEE AT s E (&R 16) 202510 FEX 161 E  (FEIE 2025 4 9 H 9 HAfT)

« LEPEE AT s E (&R 16) 202510 FEX 16 2 H (PEJE 2025 4 9 A 18 HE))

(76 ) ( A-2025-495 ) EMEFAEMIEARLIELZET S ARARABEEXRE LT, aficanten DHZIME, KoM

KOBEMZHMET 55 III M, e, HERER ( /oA agElastt )
s LPEE AT 2 s E (&R 16) 202510 FERX 161 E  (PERE 2025 4 9 A 11 BE))

s LAPEE AT 2 HEE (&R 16) 202510 FEX 16 2 H (PEIE 2025 4 9 A 25 HE))
< VEBRICET AL RS (EX10) 202510 FH 10 [FRE] (BB 2025 4F 9 B 2 HAY)
< VEBRICET AL RS (EX10) 202510 EBH 10_ [#E] @ (PEE 2025 4F 9 A 30 HAT)

C 77 ) ( A2025-497 ) HSBISRMRRSAEDRIEIC & B REVERMET LY A = —KBRFE (AD 12 X B MCT 2> HERETRM
SE) ZX& L L7z R0O7126209 (trontinemab) M MARERE: (oGSt )
s LPEE AT s E (&R 16) 202510 FERX 16_1 - E  (PEIE 2025 4 9 A 26 HE))

< VEBRICET AL RS (EX10) 202510 K 10 (PEIE 2025 4F 9 H 26 HAF)

(78 ) ( A2025-499 ) A V=~ NRFTHREHE GERENEEN) OKIEIC X 2 ERMEEEERIRMEIIRERE
ZXR L LTz Avutometinib + Defactinib SFFAIEDSE SHREE ( (BBRENEHAN) =AY —~ VA7 THEAEMHE )
- LEVEEHREICE T o WEE (FX16)  202510_F 16_1 #FH (W& 2025 4F 9 A 18 HAY)

< ZOVEEREICET o mEE (EX16) 202510 FX 16_2 4 H (W& 2025 4F 9 H 19 HA)

- 11 -



ZRVEEREICHET I MEE (FEX16) 202510 FX 16_34H (FEE 2025 4F 9 H 25 Hf)
BRI BT A2 mEEE (B 10) 202510 =R 10 (PEE 2025 4F 9 A 30 HAT)

(FF i k]

- MR

BB & 0 L aMEEREFICET 2 MEE R S, MBREk T2 2 & OZUPET OV THFRE S .
FRICHIEZR L & LUK ST,

« SR 5 B
TRBRIIEE B L OVRBRE(EE M L D IRBRICBI T 2 A HEEENEH S, ARz ikl 42 Z & o4z -o
WTHR#R S, FrIcf@ER L & LTRSS,

- Ki EHS
TBBRE(EEA L 0 BERAEFRICET MG SR SNz, mREfked 5 2 & ORLIEICHOWTHR#
. FRICHEZR L & LUK S,

[ZENE - SHEER MR VR HE & LTI TV DAF5EHEE, FIZSFERCIRIBIC & AR ZED D EE OIS
BUEICOWTIE, YT 22REHHITFESEL ORI L TV, ]

I EREERRICET 555 - AREERE - MEFR

(1 ) ( F2023-019 ) X7u—PREMBECHTS) VX< (BEFHERZ) OFDMRRORSEZRIET 5%
HWHRERT 7 e A% REBEAC_ESRIITRBEERER (7l 8 )

LEVEIE WS CBET oM E (BN 1e) 202510 EX 16_1 4EH  (PEIE 2025 48 9 /1 30 HAY)

(2 ) ( F2024-020 ) FIBEOHEY Z7 &MY P AFHREAMBEE TS 0 225 24 FORERE & R RICELER 250L
WEL TV YT 2 BN L BEREDO B L BEME BT 24— T~ FU¥AMb, B2, 2 BHRBR (&
H HE )

CAEMERECET o HEE (EX16) 202510 EX 16 1 H (FEE 2025 4 9 A 19 BF)

RS DU THEE 202510 F=4% Y 7 EO_ER] (FEE 2025 4 9 H 30 AfY)

=X DU THEE 202510 F=4% Y S EQ_ERILIAL (FEIE 2025 42 9 H 30 AfY)

RS D THEE 202510 F=4% Y T EQ_ERILIAS (FEIE 2025 42 9 H 30 AfY)

( 3 ) ( F-2025-021 ) TFE3&IE AR MBERE TR B dostarlimab BEFIEEE - Id_NV v SR LIET 5 F R
AEEIE D 3 BEEA LS 2 48388 : DOVE (o 257 )
< ZOVEEREICET o mEE (EX16) 202510 FX 16_1 4 H (W& 2025 4F 9 H 22 Hf)

< VEBRICEET AL EREEE (B 10) 202510 K 10 (PEE 2025 4F 9 H 9 HEY)

(4 ) ( F2025-022 ) 5ERMHANATOTANRABRROBRRMEIE HRE L AT L7 a EVERE RS A
oy 7ZOAMER L OREM 2 EET 22 MmRIER 7T B R R T v F MM ITRER BB (V6CV-3) ( B@m FFE )
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< VEBRICET AL MR (EX10) 202510 K 10 (PEIE 2025 4E 9 H 30 HA)
cET=X YU TEE 202510 =X Y WA (FEE 2025 4F 8 H 29 HA)

[aths ]

- BAERT

HRITLIENG (B 5B e EHT5%) &0 2N @B 5 B BRI S s, WAk 5 = &
DESHET SV THRES I, IR L L L ORRS N,

- SR
HRITLIEN (B 515 E EHT5%) &0 RBIC BT 5 A EAEI R S, BRERET 5 2 L 0%
UPEIZ SV CHBES L, FHCRIER L2 L ORBS s,

- E®=Z Y U AR R
IR E(EER (B OIRREZ RS 2%) LVE=FV 7 - EEGRREEN R SN, BRaikd 5 2
EDZEPEICONTHFHRS N, FIChER L L L TR SN,

oh

[ZENEE - DHERM K OERT 15 L LT T HEFZEHRE, FIZSMEECIRRRIC & 2 2D S HE OB
TEREICOWTIE, #%Y T 5 RE HHIIFHE L OBRRIZITS I L T, ]

IV RERFEZEARRBRICET 2%% - AEEERE - #EFH

(1 ) ( B2022-046 ) WEBMABABEEZRRE LEUREVF=F (ABT-494) OREMR EMEE M 55 111
A EHREFRRIMGRERBR (| Ty U s AFESHE )

< RAEMEREICET AHEE (FX16) 202510_FHX 16_1 fFH (FERE 2025 42 9 A 9 HAT)
SRBRICET A EHREEE (B 10)  202510_EK 10 (PEE 2025 4E 9 A 25 A )

(2 ) ( B-2022-049 ) A TAMPBBREEE & U TEE LEETRBRIGEAN DN EBRE X oL ¥ I Pk s
THIHER, B—#, o—Ld—1"—RK ( oo EhgEsdt )
CVEBRICET AL EREEE (EX 10) 202510 = 10 [HAE] (B 20254 9 H 1 B

( 3 ) ( B-2024-052 ) A PHASE 2/3, MULTICENTER, RANDOMIZED, DOUBLE-BLIND, PLACEBO-CONTROLLED STUDY OF ORAL
OZANIMOD TO EVALUATE EFFICACY AND LONG-TERM SAFETY IN JAPANESE SUBJECTS WITH MODERATELY TO SEVERELY ACTIVE ULCERATIVE
COLITIS BARAD PEHEIIEEDTHBMEREL RIBREE x5 & LT 0ZANIMOD 2R O#EL Lz L X0FACEHNZ 2N
EIHMET 58 2/3 MZHRERZ VA LM_EERT ZJERMBRR (| TV AR v A V=R 27 A THASAE )

- RN ST 2 WEE (EX16) 202510 0 16_1 fFHE  (FEE 2025 4F 9 A 16 Afh)

(4 ) ( B2025-054 ) 774 P—HREHDOKEIC L HBBHERBRBE ERGL Lz etrasinod D 3 A ERAR
( 7749 ==t )
- REMEREWREICHET o WmEE (FX16) 202510 FNX 16 1 fFH (P& 2025 4F 9 7 25 AfT)

V[

CVEBRCET AL EREEE (B 10) 202510 2 10 [HAE] (B 20254 9 A 2 A
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(5 ) ( B-2025-055 ) H—=HEHAESHDOEKBICL? ABAEZHRL LE IRV T FAYZZAFH o OHEMIAER
B ( B—=depgkkeet )

s REMEREEFICE T o WmEE (FA16)

202510_FEA 16_1 FH (VEIE 2025 4 9 H 22 Af)
- RO ILEIZET o HEE (EX18)

202510_#3 18 (P& 2025 4 9 7 17 BHAY)

( 6 ) ( B-2025-056 )
ASP3021 D% 3/4 FRABR

- R HREICBE T 5
- B O IR EIZB 4 5

T AT 7 ARERASHE ORI X 2 BRIREME 24 O M ERE2 AT 5BE2HRL L
T AT T AR )

(
e (ER 16) 202510 FERK 161 FH (P 2025 4E 9 A 25 HEF)
ﬂ:

(FEX18) 202510 EAX 18 (WE/E 2025 4 9 A 19 Af))

(3R]

- MG R

% SR TE% R RRBR R L 0 R BVEE ISR 2 Wil H e Shvic, ROERTER BRAR TR 2 fikki 45 =
D

IZOWTHHE I, FrIChiBR L& LTKRI N,

%ﬁ&%?%%ﬁ%@ﬁ%ki@%ﬁ%t%%

AR LR LV IGBRICBI T D AR E S R S v, |
AR Ak D 2 & D4t

;/)‘/\(% éﬂ t%" Fq%fi L/ (E L/ch(um éﬂfuo

e
e
L_

=
5
v
rum

SEAE - S HEERMEOERG /& & LT Tl T 2401788

+ FIZRABCIRBBIZ & 2 37> B O
%Y DB B S IIF#ELORRIC

IIEI LTV, ]
V HAHEERRICET 2FR - AEFERS - #1EFH

HIH L
VI Z0Dfh

HIH L
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