53430 RBRFEFHNTRFRHABREEZER

B BB 2021411 8248 (JK) 15:30~16:00

FHESHT  RBXFEZIT BRI 15223

ANEETD
EinE

BEHRUE

HERE K& B L= K B I6F 54F. .58 B 5B BE. 80 BRER 8F. FH8 FF.

RH BF )R B

GIA FEHEFOEX XEER -

(MIZER) MRS BE EH WX LS M7, HA OCH \
BEET ZEEEL. ZEEABBERUIRICBNTEANSA LI HEEE 8 EARIT)

EEEIE

(1 .)giﬁk?@?&ﬂﬁl%J‘ﬁﬂ:’-ﬁﬁiﬁ%ﬁ#ﬁ&'&%ﬁiuﬁ%(%1 E) 5% (1) DEEIGCPXLAER]

NEZE L

1)1?%&1?2':

Z2HES BEOR BESIE BEER ik

21-0020 [GAEBRERNEEN)IQVIAH—EL—X DOy/\ [AEROZERKIZDONT KR
KRS DOKBICKIBREITHEHAMUE
AMEXRMEEIBHAEY V/NEERELT-

GEN3013(Epcoritamab)® & I 48 5% E&

21-0021 |7y I4ERSHDKREICKDFKABEDIZENE) RERDOERIZDOLT AR
UNEERIE/ N B R BOBKR
ABEEXNRELTRRMNMSHOREAERXYX
YIRFATINFZIEHAREL-EZDR
%T&&Uﬁ?ﬂﬁ%%ﬂ?ﬁ?émm 99%6 I /85

21-0022 |SARaA—T - F4ROAYT AU - Do B(RE JBEROEREIZDLNT KR
HOKBEICLDI2HDHIEEEFERREL
ToNG) RS0 D% MR ER

21-0023 |[//NILTA4R J7—IERSHDKEIZLSFE [AERDERIZDONT AER
EHEBAES OE U REPNH)Z R R ELT-

LNPO23(REP)D % TN 485t B&

2. RBRZEFHRMABRFRFLREEXBFIRE 18 F10RX1ROEE (THREEER) RUE2ROBGEE

MEEMR
DFESE
ZHES EIAER BEEIE BEER EE
11-0023 |[hsbEEKRX St KEOHER2GMEFEMEL |GCPEINIEEIIBED AR ORI (AR FEHMGEEEIC
FEE R R ELT-RO4368451(APHINITY)(AVYA'Y | DLV T L& 1E$R (2021/10/11 2N\ T
75 M ER BH D) ITE DL DUINT
13-0024 [TYVRFIL-RANV—XRAOATHXESHKED (ZLHIFR AR
EREYYNIEE X H ELT-CC-5013(FL)SE M 4H |(2021/10/04,2021/10/1532H 43)
B [ZEDHEEICDUNT
13-0028 [Vt 77—IBASHKREOIEL FVun [ REHEEFR AR
[BE xR ELT-PCI-32765% I tHE# & (2021/10/11,2021/10/2612 H %)
[ZED<MEEICDONT
15-0001 [TVRMIL-RAVY—XROATHRELIKBED [ZEHEHR AR
BiAE!) >/ \fEZE x5 &L T-CC5013(DLC)L-F1)[(2021/10/08,2021/10/15,2021/1
FIR)E MRS ER 0/27i—H 57) IZE D<M ERIZ DL
T
15-0012 [//NILT4R 77—IFA S DIKFEIZKS ZEMER(2021/10/211ES) [ER
LFG316MDHEMEBMAEI OEVREDEE |ITEIGREKEIZDONT
xR ELT-F T AHER




16-0004

FALSE RIS IKREBIC KD R R MERLE
EHEEWNRELI-AZD2281 D E MHEAER

GCPEIIEF 1B R DRI
DT R IER
(2021/10/06,2021/10/1912H %)
[ZEDHEEICDULNT

e

EHRBRERIC
2T

16-0008

BA#HEHRXSHOKEICLSIEMEMEER
MRS MESE(CTEPH)EEZ TR ELT=NS-
304(EL XN\ DE MR ER

TEMHIEER (2021/10/1412H5)
[ZEDHEEICDUNT

AR

16-0019

IQVIAH—E L —X v N\UBRERIKEDOE
FHXITHAMERMEETHRY/\EEEEHTR
&L 71=HBI-8000) & I FHEHER

GCPEE31 5 1R D aBR DRI
21T

R

R ERC
20T

16-0027

FATSRAEERASHKBEOREEHES
MEZExtHET HASP2215(FS4E) D & MR ER

Z2MIER
(2021/09/30,2021/10/07,2021/1
0/14,2021/10/2112H4) I2H <
HEEICDNT

e

17-0004

éxbiﬁ‘*m%it%*ia)fﬁﬁl:oté%ﬁ g

GCPEIIEFE 1D RER DG
DWT, ZE M FHR (2021/10/01
BHM IZEDIGEE (2D UNT

AR

R ERC
20T

17-0016

i\ HER S DIRIEBICKSEEEEE X
% &L 1=GDC-0068 (ipatasertib) M & I FH 5 ER

T MFHR
(2021/10/05,2021/10/1932 H43)
[ZED<MEEICDONT

e

17-0018

BARA—SA41)) =X S1HIKED!) o/ \Ei#xR
BB, VTR BAEG S HER2IZE DB RS
ABREREE R RELI=-TAILOYT
(Abemaciclib)ZE I #H 58 E&

R MR
(2021/10/04,2021/10/15,2021/1
0/2912 HH53) IZE Dk ERIZ DL
T

e

17-0021

INIVTAR J7—IERASHEREO I EEE
% B M FEZE X % &L F-PKC412(midostaurin) & 1I
HEER

GCPEIIEFE1ED R DGR
21T

e

EHMBEEREIC
2T

17-0027

R ER S DKRFEICE S EEEE X
KRELT-MTRTHENEEIZE 1T HMPDL3280A(T
FYYXT DD E MR ER

TEHIEER (2021/10/271RES)
[ZEDHEEIC DT

AR

17-0028

N RER A SHDKRFEBIZEAIREBEDUVE
AMERMBAEIBHIRE) o NEREE T ELT-
RO5541077(GRSY X< T AKFF)ER-CHP#
AEEZOEDERUVUZTEMEER-CHOPH &
EEHR T HEMARRER

TEHIEER (2021/10/06i2H7)
[ZEDHEEICDUNT

AR

17-0029

INGFESTERASHKRBEOEGIZEEEIRE
FERMNAEXTRELIZONO-4538-
42(nivolumab) g I B 51 B

T2 ER
(2021,/09/17,2021/09/18,2021/1
0/01,2021/10/0212 5 IZE <
HEEIZDUNT

R

18-0005

Yot D7 —IBRASHIEKBEORTOARK
FHE/AEREDIEMBHERXNE EmENREL
1-PCI-32765(A4 T JLF=D)E M ER

BEELEEERHRE (2021/10/15
REM ICEIHBHIZOLT R
2HIER
(2021/10/11,2021/10/2632 H %)
[ZEDHEEICDUNT

e




18-0012

N RER XS OKEBEIZLS M EIIERS
X ELE=7TVY XTI (IM030)E I 185K ER

L2 HIEER (2021/10/111BHE )
[ZEDHEEIC DT

e

18-0014

thol B ZEH XS HIREEDIKEEIZ K BHHER2[5E
i#gﬂ%%%&%%tu:mﬂ985740)%1}17@
HE

L2 HiEER (2021/10/011 B 5)
[ZEDHEEICDULNT

e

18-0015

TURRL-TAY—X R4 T ESHIKED
IKEBEICKDBE R (TH A ME REFBRMYE
T.%EH%J‘//ﬁﬂi%%éﬂ%tu:co—wao)%ﬁm
tHEKE

T2 HER
(2021/10/14,2021/10/2712 £ %)
[ED<MEEICDONT

e

18-0017

Ty Ii(BRIEMLIRBEO T FE—EEE K& 5t
% & LUT-upadacitinib (ABT-494) 55 T #H 5 E&

EEGAESTERME (2021/10/11
R ICEIHMEEICOLTR

215 (2021/10/11312H5) 12

HOHHIZDOLT

AR

18-0021

BT oA SHEDOKRBICLOIHERFEEERE
lEmEEE TR ELTI=RTA 402(Bardoxolone
methyl) 5 I /B 5K ER

GCPEIIEF 1D RER DG
DWT, ZE M 1EH (2021/10/25
BHM IZEDIGEE (=D UNT

AR

EHMBRERIC
20T

18-0022

N RERASHDKREBEICESIBHFIZES
éﬂ?;&u:Rossm267(7—?‘/‘");677’)03%111
FREE

TEMHEER(2021/10/111RESD)
[ZEDHEEIC DT

AR

18-0026

T4 B RS IKEDFEEEEEERE X
BEERELT=Risankizumab(BAN)E D E
MHAEER

L2 HIEER (2021/10/111BHE5)
[ZEDHEEICDUNT

e

18-0027

Ty I1EREKEDEBERBREZE S
% L LT-Risankizumab(#f 1) 5 I 48K ER

TEMHEER(2021/10/111RES)
[ZEDHEEICDUNT

AR

18-0028

F——HHEASHDEKBEIZLLEIEERREL
1=DS-8201a(trastuzumab deruxtecan)? Il #HEH

T2 HIER
(2021/10/12,2021/10/1912 %)
[ZED<MEEICDOLNT

e

18-0030

KEFHUEKRASHDOKIEICISEIRIEBEHE
ﬁmgﬂiﬁ%%’éﬂ%tl,f:ASTx727<D§ﬁ I
+AEE

ZEMEHR(2021/10/208E )
[ZED<HEEICDONT

R

19-0001

NI A0 3—FaF L kRS HCREE
AEENDIKIEICLSEMBTRFEEETR
ELF=ToRG)oasy OE MR ER

E A EEE T
(2021/10/05,2021/10/2132H43)
[ZED<HEEICDOLNT

e

19-0003

TYVAML-RANY—ZA R4 T EHKED
BARADDEERITIEEDEZEEEBEKRE
REBEEWMRELT-0zanimodFE I .~ E M AR ER

T HIEFER
(2021/10/11,2021/10/2212H %)
[ZEDHEEICDULNT

AR

19-0006

BAFEHRXSHDOEKREICEIFIRVAKESE
Eﬁi& @(Lﬁ;fﬁ%\%éﬁ%abms—sm&ﬁﬁ 1/
I #8516

L2 HEER (2021/09/3012H5)
[ZEDHEEICDUNT

e

19-0007

Yot ID7T—IBRASHIKEOLZHRMEGRR
UEEHAEEENREL-CNTO1275(7ATH
A7) E M ER

ZEHER
(2021/10/11,2021/10/2632H %)
[ZEDHEEICDOUNT

e




19-0008

JNNIVTAR T7—IB|RA ST DIKFEICKSE
Eﬁ%ﬁ?ﬁiﬁﬂiﬁ’éﬁ%tL,T:MBG4530)'§|'E§ 1]

L2 HiEER (2021/10/071 R E5)
[ZEDHEEIC DT

e

19-0010

BARA—SA4) ) — RS DIKEIC L A58
%Eéﬂ%tbf:wsomszso)’%m*ﬁﬁﬁﬂﬂ%&%ﬁ
B

T HIEFER
(2021/10/01,2021/10/1532H %)
[ZEDHEEICDULNT

AR

19-0012

FATSRABERASHDIKIEBIZKDEKEBED
AMEEEAmFEEEERREL
ASP2215( )% 1 /55 I fHEAER

Z2MIER
(2021/10/07,2021/10/14,2021/1
0/21,2021/10/2812H4) IZH <
HEEICDUNT

e

19-0013

B/ 4R e IRFEIZ L AATLAS-OLE: K
SRR EE R R ELT-Fitusiran(#45) BT B 5
M HHERER

TEHIEER (2021/10/0712HES)
[ZEDHEEIC DT

AR

19-0015

CEEBERNEENKRIASHTMar Dy
KB KD —REREENNMUBEEREE
xR &L Tefgartigimod(ARGX—113)10mg/kegEs
RATFEESEOENERVREEETMT 52
3_%%51%%2%&:2%#&7"3@1%%&@%’111*&
aI\r

L2 HIEER (2021/10/271RE )
[ZEDHEEICDULNT

e

19-0017

TURRL-TAY—X R4 THXESHDIKE
I2&BE MR EE R ELT-BMS-986165 (fi#
o) F MER P ER

T MFHR
(2021/10/07,2021/10/2232 H43)
[ZED<MEEICDONT

e

19-4001

ERAN LTEERFOTFENEER EIEE-
FEREICHTIAROFLTOFSRTO EA
FRILECOHARZEEFREREDAERIGHE
ERER (55 I ARELER)

T2 EHR(2021/10/2612H )
[ZEDHEEICDULNT

e

20-0002

RIFEEMRASHDOEKIBEICLOIBRITHE
MHOTHAR) /I \EEEE IR ELI-ASTX660
DE 1 ./ I8

GCPEIIIEF 1D RER DG
DWT, ZE M 1EH (2021/10/15
BHM IZE DL ZDUNT

AR

EHMBRERIC
20T

20-0003

TYRARIL-RAVY—ARIA4TH XS DIKEE
IZkDBRERMIEL R F ELT-Fedratinib51/2
HELER

T HER
(2021/10/14,2021/10/2712 £ %)
[ZED<MBEICDOLNT

e

20-0005

JNNIVTAR T7—IBRAESHDIKFEICLSE
HEMBEERFX (SEEEHERE R MmE-2
3t ELT-MBG4530) & M A5 ER

L2 HEER (2021/10/071 R E5)
[ZEDHEEICDUNT

e

20-0006

AP AR INAA AT X DoV ERE
HOKBICKAIBHRITEH A OERMEY
I\[E% %t % ELT=CITADEL-213(Parsaclisib) 5
I FEEAER

A Phase 2 study of CITADEL-213 (Parsaclisib)
in Participants with Relapsed or Refractory
Follicular Lymphoma at the request of Incyte
Biosciences Japan G.K.

BEELEEERHRE (2021/10/22
REM ICEIHBHIZOLTR
2HI1ER
(2021/10/04,2021/10/1812 %)
[ZEDHEEIC DT

e

20-0008

TFALSERAIBR S DIKEIZ K SEEE R
FEREEEZNRELI=monalizumab® &5 I
HERER

TEHEER (2021/10/2112E )
[ZEDHEEIC DT

AR




20-0009

JINIVTAR T7—IBRA S DIKEICKSEL
BEERMREL-BYLT19%E I #B5ER

L2 HIEER (2021/10/211BE5)
[ZEDHEEIC DT

e

20-0010

T4 GRS DIKBIZE ST EENSEARE
%Ei’tﬁ&ﬂ%ﬁﬁéﬂ%tbf:msv—oasﬁ;ﬁmag;c

TEMHEER(2021/10/111RES)
[ZEDHEEICDONT

AR

20-0011

TANSER OGRS DIKIEIZ KBTI
JLEV MR IREE R R ELT-AZD53635F
MR ER

TEHIEER (2021/10/0612H5)
[ZEDHEEICDNT

AR

20-0012

F59) - AZRADSAU %R DIRIEIZ LS
PD-L1[GEDEEEIH A AERRELT
GSK3359609 5 11 /55 M #H 5K B&

GCPEIIEFE 1D RER DG
DT, ZE M IFHR (2021/10/21
BHS) ITEDSGEEEIZDONT

AR

TEHGERERIC
2L\ T

20-0013

R ER S DKRFEICE S EEEE X
% &L 1=GDC-95450 & MM 1At B8

T HFER
(2021/10/05,2021/10/1912H %)
[ZEDHEEICDULNT

AR

20-0014

FE—ZHKBARIHDIKEICLDEEEZTIREL
1=DS-8201a(trastuzumab deruxtecan)? &5 I 48
HER

TEMHIEER (2021/10/2512H5)
[ED<MBEICDONT

AR

20-0016

FE——HMASHDOEKBEICKDIIILAZRER
tb{F7Z‘JZ77 FILIRTHUDOENHE
E

T HEFER
(2021/10/05,2021/10/1812H %)
[ZEDHEEICDOULNT

AR

20-0017

Vot I7—IHRASHDEKIEICLDNHLE
UCLLEX &R ELT=INJ-67856633MF I B85t

GCPEIEFI1IED R DML
DWT, Z2HIER
(2021/10/11,2021/10/2632 H %)
[ZED<MEEICDOLNT

R

EHMBRERIC
21T

20-0018

NLIEIL-Ao3—FaF LR ST DKEE
ICEBTLILF—MRE M7 ARILFILREE
Z xR ELT=Dupilumab® 5 M #HEHE&

GCPEIIEF1IED R DG
DWT ZEH1EH (2021/10/19
R IZEDHEEICDUINT

e

EHMBRERIC
21T

20-0019

TFLOLA L T7—I GRS DKIEIZKSE
MEMAEFEIE (HSCT) & (M iz i i & i
(TMAZETHEEEXNRELIZ-ZTIAITD
FEMERER

T HIEFER
(2021/10/01,2021/10/08,2021/1
0/11,2021/10/13,2021/10/2012
MIZEDHEETIZDONT

AR

20-0020

TYRML-TANX—RRIL TS IKED
£1 %5104

T HIEFER
(2021,/09/30,2021/10/2012H %)
[ZEDHEEICDULNT

AR

20-0021

TYRARIL-RAVY—RARIA4TH XS DIKEE
&5 EREEEMIEEREERREEREE

315 &L 1=LUSPATERCEPT (ACE-536)( & 348
ER

R MFHR
(2021/10/08,2021/10/2232 H43)
[ZED<MEEICDONT

e

20-0022

JINIVTAR T7—IHASH DIKEEIZL SR
APNHEEZX &R ELT-LNP023D & M A 5%

TEMHEER (2021/10/2112E )
[ZEDHEEIC DT

AR




20-0023

REERIENASHDKEICLSERAD
BN EEZEEEESNREL:
lanadelumab(TAK-743)D E R LKA ER

Z2MIER
(2021/09/29,2021/10/05,2021/1
0/12,2021/10/1912 i 4) IZH <
HEEICDUNT

e

20-0024

AV A NAFH ATV X -V EARE
HOKFBEICLDBHRIEHEREENREL:
INCB050465(Parsaclisib)0) &5 I #8 5 E&

T MFHR
(2021/10/05,2021/10/1532 H43)
[ZED<MBEICDONT

e

20-0025

AV A NAFH ATV X -V BARE
HOKFBEICLDBRIGHEREENREL:
INCB050465(Parsaclisib)0) &5 T #8 5 E&

T HIER
(2021/10/05,2021/10/1532 %)
[ZED<MBEICDONT

e

20-0026

FANSEAIKREHDOKEBICL I3 EEE
x5 ELT-AZDI833D FE M B ER

M EEHR(2021/10/111RES)
[ZEDHEEICDULNT

e

20-4003

FLARA 7 2 B4 R 5 DHRIG EHER20Z 14
ETBREIEICHT B98I+~ X
RT+T7TINVART D505 LML B E MR
EX (EEMEEHER)

Z2MIER
(2021/10/09,2021/10/15,2021/1
0/1912 i 43) IZE Dk fRIZ DL
TE=R)J $#E(2021/10/6)
(325 [CE DG EEIZDNT

e

E-AYUGE
BEEIZDIT

21-0001

SRA—T - FA4ROYT AR Dok E
HERNEEANDIKEICESEMH) /1 \EQ M
&/ IN) BRI ER (T IER D F )X
EEEEZRELI-LOX0-305ME I /IR

T MFHR
(2021/10/06,2021/10/2032 H 43)
[ZED<MEEICDONT

e

21-0002

INIVTARI7—IHRASHDIKREIZES
INC424D EIVHEEER

L2 HEER (2021/10/071 R E5)
[ZEDHEEICDUNT

e

21-0003

RKBFHUEKRRSHDOIKBEICIIERIIHE
EDDLBCLEEZ xR ELI-OPB-111077D
I tBERER

GCPEIIEFE1ED AR DGR
DNVT, Z 2 1E#R (2021/10/05
RHM) ITEDHEEICDUINT

e

EHRGERIC
21T

21-0004

CERENEEN)IQVIAT—ES—X Sv/8
UBRAESHDKIEBIZKDEE) /A IBER
CIN) BRI U NBEREE R ELT-
LOX0-305M & 310 &

GCPEIIEFE 1D R DG
DT, REHIER
(2021/10/12,2021/10/2232H %)
[ZESHEEICDULNT

e

EHRGERIC
21T

21-0006

B HKRASHOKBEICLSINAZTHR
ELZRSRYTT TFILVIRTHUDEI/NHE
FER

T2 HIER
(2021,/09/28,2021/10/1112H %)
[ZED<HEEICDOLNT

R

21-0007

ARTham TherapeuticstkX £t DKFEIZ &L
BHIETLERRE FF 2 BB T RELT-ART-001
% O HEEER

EEGEETERBRE
(2021/10/18,2021/10/2112H %)
[ZEDHEEICDULNT

AR

21-0008

BAELIERASHDOIKEIZEEZT45TIL
T4T7EBIKRBERE) /R INEEEE
& L LT=Ponatinib s MM tHHER

T HIEFER
(2021,/09/30,2021/10/1432H %)
[ZEDHEEICDULNT

AR

21-0009

FE——HMASHOEKBEICLSEEEZHEL
=S RYTT FILORTHY D EMBHER

TEHIEER (2021/10/2612H5)
[ZEDHEEIC DT

AR




21-0011

hHNEERASHOKEICLLIBRHZEEES
Xt 8 &L 1-GDC-9545(Giredestrant)sE M B 55

T MFHR
(2021/10/05,2021/10/1932 H43)
[ZED<HEEICDONT

e

21-0012

BFEY 12K DHKRN1250 % I 1BEEFREEER

L HEFER
(2021/10/11,2021/10/1912H %)
[ZEDHEEICDULNT

AR

21-0013

EAZEDITERISHDEKIEIZESADNAD
FHEICE DL FRIKEEZET 5. HER2[E 1%
BRCAZEBMHEEEEXIIN) TILAHT4T
FEEEENRELIZ. =5/ T OEIRHER

T MFHR
(2021/10/15,2021/10/2532 H43)
[ZED<HMEEICDONT

e

21-0019

JNIVTAR T7—IER S KFEDETB1150
% I HERER

L HIEER (2021/10/211BE5)
[ZEDHEEICDUNT

e

21-4001

MR 2SAEL R E—HEFOHEI0;D
4 JLA (SARS-CoV-2) fili %3 BPAI-1[AE
FETM5614D TS5t RxtlB - EFRFIHEEED
FERER

GCPEIIEF 1B RERD MR
DNTEZAYUTHREEZCRERE
MEH4,2021/10/18) 3R 4) IZHD
HESRIZDLNT

e

TEHIGEREIC
2L\ T
EZRYUIE
BEEIZDIT

2N\EF

ZHES

oL

s E]

EE

H16—-0005

T I EREKEDEBERBREEE
RELIABT- 44D EHL 2 RUBENHEZEEE
i 55 MABZ R ERIETFRBGER SR

R MFHR
(2021/09/21,2021/10/1132H4>)
[ZED<MEEICDOLNT

AR

H17-0001

FVTR-HAIUL AR DIKEIZLDY
O—fRBEE IR ELT-Filgotinibd FE M

M EHR(2021/10/2212HE5)
[ZEDHEEICDULNT

e

H17-0002

FYTR AT (A SHOIKREIZLSH
|:|—ﬁwﬁ%%&ﬂ%tL,f:anotinibO).fﬁls_k%ﬁ?QE,
B

TEHIEER (2021/10/2212H %)
[ZEDHEEICDNT

AR

H17-0004

FUFR-H ATV AB RS DKREIZKSE
%Tﬁéﬂ%ﬁ%%@ﬁ%&LT:FiIgotinibO)fﬁl%ﬁ?Q
5B

L HIEER (2021/10/221BHE5)
[ZEDHEEICDUNT

e

H17-0006

T7A (A DKRBICKDEBEREG X
BELENRELI=CP690,550DE Mb/IViEiKER

R MFHR
(2021/10/05,2021/10/1932 H43)
[ZED<MEEICDOLNT

e

H17-0012

T4 ERESHIKEDOMI4-4315EE (L
M14-433:KEREE TLI-VO0—REEEXR
&L 7=upadacitinib (ABT-494) D B R UK
2HETMIT 5L HEREREEAL-ZEER
(7“’ at*rl‘\‘)mﬂfﬁ&?##ﬁif&UEﬁH%&%ﬁ?ﬁ’—iEﬁ%ﬁ
S IM+H

R MFHR
(2021/09/21,2021/10/1132H4>)
[ZED<MEEICDONT

e

H18-0003

T4 ERESAKBEDOPFENCEFEDNFT D
FRUBATNE—MRERXBEICBTHRT
AR RAEFATOVNFTLF_TDEIME
BUEALTSERFB-ETHRHR

R MFHR
(2021/09/21,2021/10/1132H4>)
[ZED<MEEICDOLNT

e




H19-0002 [{ZFIF XS DKEICKLERIERE (X2 MHEHR(2021/10/1818H5) |&ER
BELENERELIZKHKA827 D E M 485K ER [ZEDHEEIC DT
H20-0001 [TURKIL- YAV —RX ROATH( RS DIKEE [GCPEIIEFHE 1D AR DG AR
2L BBMS-9861770) & 2485 ER DT R IER
(2021,/09/28,2021/10/06,2021/1
0/1812H 53) [TEDHkfEIZDLY
<
H20-0002 [Vt 07—IH% XS DKIEBIZL ST EE (Z2HIFR AR
MoEEDIEHDEEERGRBELEZR [(2021/09/28,2021/10/1112H 5")
ETBTEINIRTDEHERVREHTME [ITEIHBEEICDOLNT
B#EL=5%2b/3 18, S5 Lk, ZEFKR, 7
StRxtiE, HITEBLEE, SHERLRRER
H20-0004 [Vt 07—IH% XS DKIBICLSHEE (Z2HIER AR
IOEEDFFHOI/O— REEEZRRET [(2021/09/29,2021/10/142H 5)
BT IRTDAEDERVREMTME B M | ICE DI DT
EL=SBI/IIAE, SUA LIE, —E5%&, 75t
;I;‘&U%*?Emﬁ, WATERE LB, ZHEEEHE R
H20-0006 [T LR XSt DEKEEIZ K BnemolizumabDfE [GCPEI1EFE 1B D BERDMELEIZ [HKR
EMESEEICHTIFEL/MERE —HE | DLV TREHER
/REIBGER S HER— (2021/09/29,2021/10/1312 %)
IZEDGEERIZDNT
H21-0001 |7y S/ B RIS DIKEIZEATEENOERE |REMHHHR R
DEEEEEERGAEEENREL: (2021/09/21,2021/10/1112 %)
risankizumabD BEMER VR EHFTMT 5L |ITEDHERIZDOINT
EEREREAALZEERTSEARARMBEA
R ER
H21-0002 |7y« SRS DIKEIZLZEEM KRB X E R HIER AR
EEX R EL TrisankizumabDEFZIER VL L |(2021/09/21,2021/10/1112H 53)
HEIMT I ENEREEEIEL-ETRT |ITEIGEEEIZOT
SR BB M IR AR R VIR
Bk 558
3) A
ZHES EB A BTl BaERE k=
021-0001 |ZEX 7/ IV LELEZMASHDOIKEICES |ZE2MHIEHR (2021/09/2912H 57) (&R
RIEFRHICOVID-19EBBEEZXMREL-T7EES |I[TE DI DOINT
E )L DB ER S48 55X
HER
ZHES EB A e BaER k=
T21-0001 |[EE 7ML LB EZRASHDKIEICKS |Z2MEHR(2021/09/2912H5) |&E
RIERHICOVID-19EB B EZXMRELI-T7EES |ITE DRI DOINT
E )L DB ER B 148 51 5%
QEE#ZS
IREEE
ZHES EB A BTl BaER k=
21-9001 |ZAHRYRATAHIL D vV ERSHIKBEOENR [Z2MHFER (2021/10/2212H57) [AEE

HEE=ZRFHAEAESEETRELI-AMI-
504(FRE)EAER

[ZED<MBEICDONT




QBLERFHMA

DFEEE
ZHES BEOR BESIE BEER ik
18-A001 [TVRMIL-RAVY—XROATHREHDEKE [ZEHER AR
ICEPBHERRUVHAEOZSHRIEEHESREIC ((2021/10/01,2021/10/1312H5)
std %BB2121 D E 24 ER [ZED<MEEICDONT
19-A001 [TURFIL-RAN—XRIATH%KXEHDIKIE |GCPEIIZFEIEDBEBROMEIZ [EE EHIREERIC
ICEPBERRUVHEAMOESHMETHEREEX [DLTEE2MIER DVT
& ELI=BB2121 D E 3B ER (2021/10/01,2021/10/1312 %)
[ZEDHEEIC DT
20-A001 |RIFHZM(RXESHDIKIEIZLAMMGAHTRIS |GCPEIIEE1TEDABRD LRI AR EHIREERERIC
HOBHR-#AMZRUEEHEBRFTEHREL |DVT 2\T
f-OPC-415ME 1 /£ I 1B ER
20-A002 |FRATSRBEERASHDKIBIZKIBRE- |EELEEERHRE (2021/10/05(&ER
[FEAEAMEHEAMBRUOBEITEA [IRH5S) ICEDMKEIZDOLNT
MHEIRVBREMREREEEENREL:
ASPT51TDER 2 BABRMHRUESEERETT
5FE1 /248 E AR
(DZF D1t
DI\EF
ZHES EEAER e BaERE k=
H21-4001 [FEORZS ARl & STHERFEOHEaOF 94 [EZ42) T MEE (2021/09/24) |H&ER
JLA (SARS-CoV-2) fiti K%t 3 BPAI-1PAEE [IC&KBREBERDBEIELEHROMSE
TM5614D TSR3t lB - EERFIHEEME
ERER
(3.) gj@kiE?&BNEa"ﬁﬁ;’-ﬁﬁiﬁ%ﬁ#ﬁ%%ﬁillﬁ% (F1E) F10F2IEHNDEEEELEEESR
NEESR
DFESE
ZHES EEOR EEZZIA BEER ik
16-0018 [MSDMXSHEKBEDOBEHRF-IIEGRBMEN)T (EHEFEEDEEIZDOLNTO6 [&ER
WA HT4TEIEERRELI=MK- FR,2021/09/01), ;5 B8 EfE SHE =
3475(TNBC)(pembrolizumab) ¥ I 48 5 B& (BAREEMR) DZEEIZDLVT06
k®,2021/10/14)
16-0019 [IQVIAH—E>—X v N\UBRAESHEKEOE [MIEE - AHEHOEERIZDOLT KR
FXITHAMRBEETHR) /\EEEE R [(EEE- B AGE Ver.11,2021/08/02)
&L 7=HBI-8000 & T #H5tER
17-0016 [N EEZFAXSHDOIKTEICLSEEEEFZ3 |Notification of Final Clinical Cut— |2
% &L 1=GDC-0068 (ipatasertib) DFE M #H5KER |off Date for Efficacy Datal[Z DLV T
(B AEEER{1)(2021/09/15)
17-0018 |BEXRA—S4a) )k KXEStHEKBED) 2/ &l |FHEAXE-REXZEDZEEIZDL (&S
BB, fVEVZRIKG M, HER2IZE D B H S | T(58.0M7,2021/10/14) ;A58 1
ABHZLEERREL=-TATIHYT EHEIE4HE (EER) SOV T
(Abemaciclib) £ I #H5X ER (11,2021/09/23), ;5 B8 = HE 5T E =
#E(AAREFIZDOLT
(11,2021/09/30)
18-0005 [W ot 77—<HXSHEKBEORATOCNREK [BRERITEZE RMIROETEIZD [&E

A/t EEBEREERENREL
T-PCI-32765(4 J )L F=J)E M A &

LNT(E10.08R,2021/09/27), 224
ERIZDOLNT




18-0010

MSD¥ RS EKBEDEITFEREEELST
%l;mso&uw MT5E %S T AHEIE
HE

Protocol Clarification Letter|ZD
W T(BAEEER{T,2021/09/15)

e

18-0017

TII1 SRS KED 7 NE—E K8 %%t
% & LT-upadacitinib (ABT-494) & I 85 &%

BEEZ-RHERDODERIZDINT
(512h/%,2021/08/16)

e

18-0026

Ty i1 SRS KEDFEEEEEXREL
BEEXNEELI=Risankizumab(BA)E LT E
M FHEAER

WERESRILS0R A5
[ZDLVT(2021/10/04)

J=7Lyb)

AR

18-0027

Ty I1EREKEDEBERBREZE S
% L LT-Risankizumab(#f 1) 5 I 485K ER

WERESRILS0R A5
[ZDLVT(2021/10/04)

=7y

AR

19-0012

FATIAEEM|RASHOKBEICLHKRBED
ANEHEAMREEEZRREL:
ASP2215(B+F)EE 1 /5 I #AEAER

ETEEDER(CDLNTEE
HAEE, $8kR,2021,/08/29),5#BA L
EREXEDLEEIZDOINT
(Ver.6.0,2021/10/26)

- [&ER

19-0020

HI M EBEKX S DKEIZ LS /R
EEREEMNRELIZL-105(T7FSIEL
MR ER

BMEZ-RAEHOEEIZDONT
(ver.4.0,2021/09/30)

R

19-4001

ERAN LTEERFOTFENEER EIEE-
FEREICHTIAROFLTOFSRTO EA
FMRILECOHARZEEFRREDAERIGHE
ERER (55 I ARELER)

BBRAR—LR—UDERIZDNT
(2021/03/26,2021/09/24)

e

20-0004

Yot 77— RA S DKEIC KSR
S MEEE R ELF-ACT-064992DD FE
I FHER PR EXER

Protocol Clarification
CommunicationMZEE[ZDVT
(version 1.0,2021/09/10) ;8 ERE
MEETEEDRELICET ST E
WDLEHEIZDULVT(version
1.0,2021/10/05)

AR

20-0005

INNIVTAR T7—IH|ARHDIKFEICLSE
BEE R BUE IR B X (XIS B RE BB B M fR-2
xR ELT-MBG4530) & M A ER

EEFBEEDERIZDINTEEE
HAEE $025R%,2021/07/14) 5% R
XE-REXEDETEIZDLTE
5.0/%,2021/10/27)

- [&ER

20-0013

i\ RER S DRIEBICKSEEEEE X
% &L L1=-GDC-95450) % MM tB5KE&

BEE-REFEHDOERIZDONT
(FEEE- HAEE Version
5,2021/05/31)

e

20-0014

FE—ZHKBARHDIKEICLDEEEZTREL
1=DS-8201a(trastuzumab deruxtecan)? &5 I 48
HER

20-0018

NLIEIL A8 —F a3t LR S DIKEE
IZ&BTLUILF—ERKREX T ARILEILREE
Z xR ELT-Dupilumab® & I 85 E&

PEEMOEE(ZDLNT
(2021/10/25)

AR

BEZ-RHGERDERIZDONT
(REE-HAEFE15
}®,2021/06/23), 5 BAXE - REX
ENLTEIZDOLNTELO
k®,2021/10/06)

AR

10




20-0023 |HKHERIEHRASHOEKIEIZEISBARAAD AERERITEE @HE AKX |K2E
BiEEMESZEEEERNREL KEDLEHEIZDWNTE?
lanadelumab(TAK-743)D E R 5 K584 h®,2021/09/17), 229 EKIZDUNT

21-0001 |SARI—T - FT4RAYTAUR-Orn\U(RE |RAXE-REXZEDZEE(CDOL (KR
H(ERNEENDIKIEIZKDIEEY/EAM | T(EE2.05K,2021/10/20)

&/ IN) 2 ISBRTE) R (FIER DX
E%%éﬂ%tu:mxo—sosa)% I/0#R

21-0003 |KIFHFBEHASHDIKBIZCKEBEHITEA |Note to File YAI-7 (—H & 1297 [ &R
M ODLBCLEEAxtHEL-0PB-111077TDE |3VIERIE)DERYIELMZDINT
I FEEAER (2021/10/08)

21-0007 |[ARTham Therapeuticsif%it%?i@{mﬁ.(:é: ERAHEOGRBEAXEDERIZD KR
61&;.@?2% HREEEXRELI-ART-001 LN T(2021/10/29)

% I HEER

21-0010 (T30 -AZIRISAUKASHDIKIEIZED |ERTEESOERIZDNTEESE: K3
[RREEETEREXEEENREL H A& Amendment
GSK2330672% I 485 ER 03,2021/09/02)5RBAXE - RIE X

EQLEF(ZDLTEESO
hR,2021/10/06), H A 4FH DL &
FIEOEFIZDULVT(IPN-
01,2021/09/27),Science3? SN#E
HERDOAN-vabDEEDH . BER
B DERE[ZDINT
(v3.3,2021/08/12)

21-0011 | EEXRASHOKIBICLSRHEERE HMEZ-HTEROERIZDONT AR
Xt &R ELT-GDC-9545(Giredestrant) B M #H5K [(FEE - A AEE Version
E& 5,2021/05/31)

21-0013 |EHAZESITEXRXSHOKBEIZESIDNAD [HIAXE-RIEXENDERIZDL (AR
BEICE LD FHEREET 5. HER2IES [ T(Ver.2.0,2021/10/08)
BRCAZEGHFIEEEXIIN TILAATAT
FIEEEENRELI-. =5/ T DOEIRHER

21-0016 | KEEESTERASHDKEIZKSTAS- BEEZ-AFEHOERIZDONT [KE
115(pamufetinib) D56 I 48 A& &K i ER (EE-HK

£Z Version12,2021/09/09)

DII\EF

ZHES EE AR BEEL BaER k=

H16-0005(7 v/ B RISHIKEDEEHRXIZGXBEER RBREREZENERICDOLVT(E K
FRELI-ABT-494D KL MR U A NMEEETE|120Rk,2021/08/16) RIE - SRBAXE
M5 MAZHERARIETHRBHERSHR |OEFIZDONT

(Ver.13.0,2021/10/18)
H17-0006 |77/ —®%AESHDEKBIZKDEEEREGX ([FE - FAXEODEBIC DLV THH| AR

BELANEELI-CP690,550D % Mb/IVEER

18,2021/10/08) (3&0)

11




HIERHCOVID-19EZEZRFRLELI-T7EES
E L DGR I ER

6.05},2021/10/16) JREREETE
ENEHICDLNTEE4R
06,2021/10/11),;8E&SmMh—F
(F4hR)

H17-0012 |7 v« & RIS EKEBEDOM14-43158E8 X (& AREMEEDERICDOLNT(E AR
M14-433ABRETE T LI/ O0—mEBEEXR |125R,2021/08/16) RIE - FREAXE
&L T-upadacitinib (ABT-494) D EZER UR [DZEEIZDLNT
2HHFTET L ERERBEEAILZETIR [(Ver.10.0,2021/10/18)

TSR B FERERVURAMGR S HER
(5 1M4R)

H18-0003 (7Y I/ B RISHKEO P HENCEEDTLD (ABREMEZEDEREIZDONT(E KR
ERUVBATIE—HREREBEEIZHSITHRT [125R,2021/08/16)
OAMRNBEEFRTOINETLF_IDOEME
EEAILLTSERBZEERAR

H20-0002 (¥t 07 —IB%RAESHDKIBICKSPEHE BBRERABEEZENDERIZONT |[KFE
Mo EEDTEHDEEEREGRABEEZXR |(H-%,2ET2,2021/08/03)
EFTBTEILIRTDEHERVRESEEHEE
BrEL=5%2b/3 18, SUF LIL, ZEFR, 7
SRR, WITHMLEER, SHERLRHER

H20-0005 [EAD7—Y## RSt DIKFEIC XS FEHI/O— (BBRERABEZEDNDEREIZDOLNT |[&KFE
UIREEERELI-E011 DERHIE24BERK |(55108Rk,2021/09/17) ;RE&EM T
HER EZE RIIK6DZEREIZDINT

(2021/09/17),
RE - GAXEDERIZDLTE
5kR,2021/10/19)

3) KBk

ZHES EZ A BEaElA BaER k=

020-0002| EAD7—I ¥Rt DIKEIC& 2 FHH /0 — ABRERTEZOLERICDOLVT (KR
UIREBEEEXRELI-E6011 DERHIE24BERK [(B5108R,2021/09/17) ;REREEET

FHER BZE FHK6DEEIZDINT
(2021/09/17),FE -SRBAXED
FE[ZDL\T
(Ver.6.0,2021/10/14) fHERE~D
THWICETHER
(2021/10/07)

021-0001 |[ZE+ 7/ IV LELEZMASHDOIKEICES |FE-REAXEOEEICDOVLTE|RR
RIERHICOVID-19EBEEXREL-T7EES |5.0k%,2021/09/28) (6.0
E )L OB ER ZB 148 54 5% h,2021/10/18) ;RERERETEE

DEFEIZDWVT(ELR
06,2021/10/11),;8E&SmMh—FK
(B4R

INEF:

ZHES BEOR BEHEE BEER E=E

T21-0001 |[ELT 7ML LS HEZMRASHOIKIEIZELS |RE-GEAXEDER(CDOVNTE|EE

12




QBEERFHMA

IFEEE
ZHES BEOR BESIE BEER EZE
19-A001 [TVRFIL-RAVY—XRIATHRAESHDEKEE [Summary of Product R

ICEPBERRUVHATDZSREEHEERES
3t5 &L1=BB2121 D E 385 E&

Characteristics(RoActemra
20mg/ml Concentrate for Solution
for Infusion)(H AFBERFDEFEIC
2LV T(2021/7/29) ,Summary of
Product Characteristics(Kyprolis
powder for solution for

infusion)(B ARFBER{FTDEE(IZD
L\ T(2021/8) ,Summary of Product
Characteristics(DARZALEX
20mg/mL concentrate for solution
for infusion)(B AFEERFHDEEIZ
D1)2021/8/11)

20-A001

KIFFEH¥RRSH OIKEEICLDMMGA9HL RS
HOBEH -#AMZREEHRESEETELNREL
1-OPC-415M % 1 /% 1 fAER

REAXE-REXZEDEE(CDL
T(&2.0h,2021/10/14)

e

13




	議事録概要データ出力

