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BIOREE) LI3BNEREFE LT D EOBFTRU),
A E OV E R REENGN

IV, ThZEREL TWLOTHIUTL, ERMEEIIAZE (B
NEADREENLE L 2D B, BIRELLT 5)

@P.19 [ (5) HAogftoilavy] 8~101TH
DR FOHRRFRERICEL S TOUL, @G T A2 L IcAE L
T FHRZHOWTRIE STV D E5A, T %7K IEE
@P.19 T (5) HipAoRMtOFE Y 101TH
BT D Z LICARE LI BT T,

N QEER)
W, JBBRA~DOSNNE L DD TR LIZATH, HR7-0OR T AR X O FIN A
BRI ~EAGT 2 Z EIZRE L CWEEIT 2581, ZOXEDORIEEIZHD TFELE
T ORI AT =7 2 L TLTEENY,

@P.19 [ (5) HEADOEMOIFEN  101TH
c SEHEUNTE TN R T
THE (EE

@P.33 [ (2) AAEV7v)  Frb51TH
- (EEOREEICHEESQ) |

THHE LW, FlafEE

@P.33 [ (2) HAEKFTV)  Frb54TH
ABE L CWEIET 2881, ~W I hwmsizy 42 512,

T RIEXZ 72D TEIHIBR L, [FE T%fib\i&ﬁ/\iﬂﬂﬂf%iﬁb\ JIEEH

W IRBRBSINOREE

<HUHSE> O T O b SOFE (WHBIWMESR) Oft#iiz, ALORIEICEHED

¥ BISMEANCEE T 2HASCER LUREE
O B OlREE

(BT H) DEELTND, —HE TRERAA] ITEIET D,

2. BinEE. AREMEEOLEE. RUH-LREMEFROAFEICL HHBRRONENEER
AR USRI <39 HAKER,

(1) ASPOTSK #EfEixEmiBR (No228) : REMHRWATF
OPeficitinib
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- ASPO 15K kfgERe Gkl
—ASPO15KAE ISR AR U XS AR 252 T L72REER Y v~ T A xtge & LT-IEEiiks:
e GkBR—
KGR BIEY v~T
e R D T AT T AR
TRBREEEM - T LAX— - U o~TFF - R AR %
TESFMEHME BORREE ~ DT O—H TR SN AR ET
TR VRSB T AW EE (20194F1 H29H /2 A 13 HERH)
RS HSE T A U A N (17484517505
AN - EERWERSOEL—% (BB . 20194£1 H22H/2H5H)
IRBEE I ERERR S E (X, 2)
COISFELA21H ; RIS, MEEMERIEIR, Rl&ER, RGBTSR
(201841 H 221 ; JifiZk)
(201852 A1 H ; KIS, B, HRiEs)

(arasliz)
EHFBRE L 2SO,
[%nﬁa )j}f%ﬂ?]

Q : ZEVEHFHRICEET D B TEATO RAR T 2
A BB E T I URTRER G S RTRE R &,
[ERk]
FEEMNEBHEGEO PRI OV TR Z & 0 | HIFERE SR Y 2 —I2BT 2 ARIEFROFEN
ez AGR &35,
[FahiE]
TRbRIE % 7GR
(2) BGB-A317 (No257) : REMERAF - AERRICEHT HFE
QOfTislelizumab
- UIBRARENTHIIa DS AU X8, B BIRR E L COBGB-A31TE Y 7 7 = =7 OAME
N O M2 LT 2 I E A, FEEM. MRSl H 2 AHER
POE ) : UISRASRENTHIAEDS A
TR LT RIL - A B —F Y 3 RS
IGBRE AT bR - SR H R
TE TN :2018$9H25H~2021$4ﬂ305
AL R} DRV EEC BT AR (201992 A4 HiEH)
1@%IJ$&D/\L§/I) YU AR
AR - EERWEREOIER—% (2019/1/7-1/20)
1RBRICRI DA HEEE (20194F2H 27 HE2H)
VRSN — R 52, 0hi (20194F2 H21 A)
ARBRSINH— K BRI GELR—52h0)
* Tislelizumab_Patient Safety Alert Card Ver.2 (26/Feb/2019)
* Tislelizumab (BGB-A317) Investigator’ s Brochure Ver. 6.0 ({ER%
H : 2018411 H9H)
» Tislelizumab (BGB-A317) VEBRFAMZEIE 6. Oh (ERKH : 20184F11H9
H)
- BGB-A317 (Tislelizumab) JRERFEMEESEZISIT 2 - H7 028 5T OMEEL
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(H « Z&/5. 0FlD>56. 0K

[Psaiin]
FEHFFRE X0 2R ORI B 2 28 O AR,
[k - B

Q : ZeVEFERIZ R 2 BT RAR L 2
A eV SRR URTERR D C TR R &R
- JRBRICBIT AT OV TR, RrlCHgasg - EiZe L,
[£Rik]
ZERMNEBHEE O AN OV TR Z L | HREB 2R S 2 =BT S ARIBRO Eli
fifoea KGR & 97,

[FEARE R
TR 7R
(3) ONO-4538 (No259) : REMIEBATF - ABRICEET HER
(ONivolumab
- ONO-4538 ZBIMFHRRBR FER R IR AS AN 64 5 sk Hhlm] — B SR E A idER
POE 5 : FERT- LRI N s A

TRt s /NP TR S
TRERER(TERT - PERERNEL - R HE BER
FEFEMYM :20184FE10H9H ~202247H31H
AL R} DRV BT AR (201992 H5H /2 18 HERH)

< ONO-4538 T4 U Ak GetZii : 2018412 24 H~20194£1 H6 H /1

HTH~1H20H)
TRBRICEET DA HIGEE: (2019472 H 25 HEEH)
- TEBRICER DR (RRSCRER) RHAER

[N ]
WHFERE L0 ZeMEEHR ML OVEERI B 2 ONE I,
[55% - ‘&%)

Q : ZRMEERICRET D ELEMO RARL 2
A L B R E T U TR S R R &k,
< VEBRICRE T AT OV T, RO - B L,
[Ek]
FTE RN O AISIZ DWW TERE & 0, HIFEE2E N Yt v ¥ —I28) AR
e AT & 5,
Gy
BRI %A (7GR
(4) Carfilzomib (ONO-7057) (No249) : REMIHEIMAF - JABRICRET HER
QOcarfilzomib
- B UTER RO SR B BIIEEE 2 XUV T 4V T TR A X N
Daratumumab & /LT 4V R T ROT Y R H L A LS 5 B AA VIR S R TSR
POE /5N s PP USROS M B BEE
TRkt s /NEPER T M
TRBRER TR - iR - ER SR BN
FEEmHAF 201 74FE10H31H~202249H30H
TR DRV o WEE (20190F2 A4 H/2H 12 HEEH)
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Carfilzomib (ONO-7057) 74 > U A ~ (G : 20184F12 H6 H~12H 23
H, 12424 H~20194£1 H6H)
daratumumab (JNJ-54767414) T4 > U Z & GG : 2018412 1 H~
127150, 127316 A~12H31H)
BIRAEEL, 2, B
1RBRICEET DA HIGEE (2019472 H 26 HEEHY)
« Carfilzomib Investigator’ s Brochure Edition 19.0 (fEEkH : 2018
FIH19H)
« Comparative Table of Changes for Carfilzomib Investigator’ s Bro
Chure (Edition 18.2—Edition 19.0)
- Carfilzomib JESRSEMEEE %519 OhR (fFERKH : 20184F9H19H)
« Carfilzomib {REREMEEE 2 W EPTHESOo RS (5518, 2il—5519. 0hR)
- Carfilzomib JHEBEMEEE HAMMRE SESh (TERKHE : 20194-1 H29R)
- Carfilzomib JEBRFMEE HAHHE THUGT—% GETHR—FShR)
(5) carfilzomib (ONO-7057) (No231) : REMIHFHRAF
Ocarfilzomib
- IR L O AMEDO M B BEIEEE 2 )BT 9 2 &2 RO V7 ¢ X TR G-
& 2[R 5% Lol 2 T E 4 LI E E R AR UR
RIS | I E R
TRBRIE s ZNEPEAL T3 A
IRBRETEAD - RNEL - R Sk "B
TEFEHM 201644F1H7H ~ 201943H31H

AR IR MEE AN BT AR (2019E1A16H/1H29H/A B/ A BEEHL)
2- (4) 3@
[ ]
PSSR A & 0 ZaMEER M ORI B 28 E O,

[ - Eﬁ]
Q : MRS 2 B TERO AR 2
A MR R E T USRI R R &
- 2-(4), (5) [RIFFE#
VBRI A ICOWTE, B Es - BRI L,
[ERk]
TEEMNEBHEGEO FT ROV TR Z & 0 . HFEREEENY ' 2 —I2B1T AR OEN
B TR G RO
[GEATRER]
TRk s (7GR
(6) Elotuzumab (No237) : Z2tH1ERAF
Oelotuzumab
s R OHHEMEOZ R M ERiEZ X5 & LTz, elotuzumab/7R~ VU K R/FFH X 2 fFH
BEL R~ R R/THRH A X U HRRED T o X 2MbA—7" 2 F V8 2 MG RS
KGR . AV
TRBREEE T U AR - v A =27 A TR
TEBRE(TEAT - RN - R SR BN
FEEMBFE 201645190 ~2018411H30HA
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AL R} D ZRMEERE R T A HEE Q01991 H24H/1H31H/2ATH/2H 14842
H)
- Elotuzumab (BMS-901608) DZE4EAF RO (201941 H24H, 1H31H, 2
HA7H,2H14H)
(7) BMS-901608 (No.164) : ;AERICBHd HZEH
OElotuzumab
« FR IR EL R B RIS A6 5 & L7=. Elotuzumab/VH N 3N /7 #04) /OEREEE S VN
/TR OEIERED T o M A — T T VS 3 FREGAGAER

KGR : M R

TR T Y AR e~ A =27 A TR

TRBRETIEAD - RNEL - R gk =B

TEFEEHFE :20114F12H13H ~2018412H31H

AL R} TRBRICEIT DA HGEE (20194F2 A 15 HRH)
- CA204004 {RERSEMEFHEE A (PERK A : 20194F2H12H)
- CA204004 {RERSEMEFHEE B 28 A% (kA : 2019424 12H)
- INVESTIGATOR BROCHURE Version no. :14, Version date: 07-Nov—2018
- TR 14 (FOFRRRIERK B« 20194F1 A 21H)
« Summary of Substantial Changes to Elotuzumab Investigator Brochu

re IB Version 14 / IB Version 13 Compare Table

- TRBRSAE R (5513000 > D DR NAEOEHK) (TERKH : 2018511 ATH)

[Psiia]
PHFERE L0 2R ORI B 2 £ ORI,
[k - B

Q : ZEMEHRIZEET 2 A EEAO G 2
A MR R USRI R R &,
- 2-(6), (7) [RIWrase
- VRBRIZBEIT 2T OUWTIR, FRCEE - BRI L,
(]
ZERMNABRARGED v OWTERIRZ & V. HEZEEEN Y o 2 —I2B1T D AR E S
Tkt 2 7GR & %,
[t iR]
RS SE fik A (7GR
(8) MLN9708 (No.171) : REMIERAF
Oixazomib
» BAR NI TR ED 25 MBS 2 k52 & L72MINIT080D S 1 FHAER
XGRE : ZHMEE R
TR U Rt
TRBREIEERT - IiRPEL - =R gaR &Sl
TEFEMHM 201245H98 ~201943A31H
AR} L VBRI 2 E (20194F1 H31H/2A 14H/H BH2H)
RSB T A > U A & (20194E1 H25H /2 H8 HAERR)
(9) MLN9708 (No.197) : REMIRERAF
Oixazomib
+ A Phase 3, Randomized, Double-Blind, Multicenter Study Comparing Oral MLN9708 Plus Lenalidomide

-8 -





and Dexamethasone Versus Placebo Plus Lenalidomide and Dexamethasone in Adult Patients With Newly
Diagnosed Multiple Myeloma

WP DOSFMEERIERE 255 & LIZRROMLNG708 & LU R REOST 42 2 iR
EOZHERRILR T & MMy ZHER T 7 ARG ARG

PIE SIS : WPROZFEMEHEE

TRSRIE : B TS

IRBREEERAD - iR - R gk ESL

TEFEEHF 2014401 H ~202141H31H

TR} D EEMEEIEECET o WmEE 2019F1A31 H/2H 14 B
2-(8) I
(10) Ixazomib (No224) : RLMHIFHRATF
(Oixazomib

« A Phase 3, Randomized, Placebo-Control led, DoubleBlind Study of Oral Ixezamib Mainterence Therapy After Initial
Therapy in Patients With Newly Diagnosed Multiple Myeloma Not Treated With Stem Cell Transplantation
ERHIRREAEIE D 722\ P DR M B RIS A )t & L Te—IRIBIE% ORI Txazomi biffERAEeE
DFESFT X M7 7 R %HR —H e

KGR : I R
TR : RS T4
TRBRRTERT - N - =R SR SR
TEEMAL :20154F7H23H ~ 2022411H30H
AL D EAEVEERE BT A EEE Q01941 290 /20120 /7 BEEH)
2- 8, (9 Hum
(11) MLN9708 (No247) : REMHHFHRAF
Olxazomib
* A Phase 3, Randomized, Controlled,Open-label,Multicenter,safety and Efficacy study of Dexamethasone

Plus MLLN9708 or Physician’ s Choice of Treatment Administered to Patients With Relapsed or Refractory

Systemic Light Chain (AL) Amyloidosis

PR SUTHEEDO B PEALTY S v A R—3 ABEFEZXRE LT FH A 2> +MLNI708 X%

EERNANEIR T DVRIEEDEIR T o & MU E Mt SR 2e e - A tisAR

PIE- I35 DRSO TERAEDO S TEAL T IrA R—U X
TR : RS T4
IRBRE(EERD ¢ PR - =R gk 7BSR
TEFESHE 201 7F10HA6H ~20214F12H31H
AR R AEVEERE BT A E Q0194E1 290 /2H12H /7 BEEH)
2- 8) ~ (10) Hu@
(12) Ixazomib Citrate (MLN9708) (No221) : SEREIRITERET
(Oixazomib
* APhase 3, Randomized, Placebo-Control led, DoubleBlind Study of Oral Ixazomib Citrate (N9708)Mainterance
Therapy in Patients With Multiple myelam Following Autologous Stem Cell Transplant
S EBIIEEE 2515 & LTz A SZilafAiitg OFf 1 TxazomibCi trate (MLNI708) KERHFIED
T 2 MU T T AR R SR
PIE I : 2RI BB
TRBRIE s RS RSt
IGBRETEAD - ENEL - =R 89K 7BSE
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FEFmEHM 20154 7H2H ~ 202345H31H
TR IRBRSEREIRL RS E (20194F2 H 21 HEH)
[NZiEA]
PHFEERE L0 MR OSERIL O A,
[ - E5e]
Q: %t:r TEHRIZRE 92 ETERTO RART
A RV R T A URTRER R Z ] Etcb & HIT,
- 2- (8) ~(12) [FlIFE%
- 2-(12) FFERIUTHOWTIL, FIEBUSSHI ], EEAAEFSRM], GOPESPHRIITIaERE
i HEE B OB CTH - T,
[FRk]
FEEMNRBHEGO A I W CTER 2 L 0 . HEEEREN Yt ¥ —ITB1 2AEBRO I
e A GR35,
G|
TaBR ke 2 [AGR
(13) JUNJ-54767414 (No215) : REMIFIRAF
Qdaratwnwnab
NITEHEMEZ R EBIEEE x5 & LT~ daratumumab, LU R REOSTFH A&
N (DR dFE) & 1/%) R REOT YA XV RAFEE) ORISR
KIERER : ZRME R
TR R L e SE e
TRBRE(EER - imNE - R SR BN
FEEMYE 201543090 ~ 2020412H310A
AR} DRV BI T A EE 201921 25 H /2 13 HEEHY)
[DZx]
YRS GRAEEATINIR « 2017411 H 16 H~20184E11 15 H)
B (201865821-2-1, 201865821-3-1)
(14) JUNJ-54767414 (No218) : T2MFEHAF - BERICEHT HERE - EEKRNRE
(Odaratumumab
« KREACFIEIEEI S DOARIBIE S FM B BEIEEE & x5t & LIZVELCADE (RVT ' 7). ANT 7
FUROT L R=Y' (WPHEE) & daratumumab 2 OVVPIEEDGEH (D-WPHEE) % Helk T 555
M, 7% Mk, Hgse iR, JEEaER
KSR | RIBROZF M BB
TEERIKHES Yty T r — ST
TRBRE( TR - MEANEL - Rl gaR s
FEEMH® :20154F4H230 ~ 2021411H30HA
TG IRV B A SR (2019451 A30H /2H6H /28 14 HERHY)
[INJ-54767414]
TEBIEFRE  (20184E12 416 H~31H/20194E1 H1H~150/H H~H AF
53)
FEEERE (201865821-2-2, 201865821-3-2)
RS GRAEEATEARE « 20174811 H 16 H ~20184E11 H 15 1)
[INJ-54767414 -SC]
TEBIEFRE (2018412416 H~31H/20194E1 H1H~150/H A~H AF
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53)
B (201865822-2-1, 201865822-3-1)
VYRS GRAHEATIM @ 2017411 H 16 H ~20184E11 H15H)
1RBRICEET DA HIGEE (2019472 H 27 HE2H)
- VRS IR (OSEER) (FIRRhR)  SiGTHhR 20182 H 14 H
- TRBRFERE R AR ETT R 20184F9H 12H
- VRS EE: (RGERR) (FORRhR)  ZR14hR 201741035 H
- TR ARETT R 20184F1 H4H
- TRBREMEE R AR S 2 A 1 (JS5ERD (FIsRkD 20174511 30 H
- [AIEFISCER LOSIEEE  $4. Ol 2019422 H27H
- [AIEFRISCER LOSNAEE ZHiiek 20194°2H27H
TEBR IR PSR (20194F2 H 27 HEEHY)
(15) JNJ-54767414 (No243) : REMHIHERAF
Odaratumumab
- E AR EERE R OV A S M S AR FEEL O B AR N OTREIED 72\ W23 fEE S %
RIRIZINI-54767414 (Daratumumab) % L7V KX R+ 2 2 0 LS ORd) T2
%5 1 bFHRER
RIS : R BB
TRBRIER Y oky TSt
TRBRE(TERT - RN - ERR SR BN
FEFMEHE 201748190 ~20204F12H31H
FAEE VR HRE BT AR (201941 H26 H/2 A 13 H )
[INJ-54767414]
RV GRATSEATEAR : 20174F11H 16 H ~20184F11H15H)
EBPEGERS (2018412 H 16 H~31 H /201941 H 1 H~15 H ATF45y)
FEEHAE  (201865821-2-2, 201865821-3-2)
[NJ-54767414 -SC]
TRV GRASEATHIRT ¢ 20174F11H 16 H ~20184F11H 15 H)
AR PEFRYE (20184127 16 H~31 H/20194E1 H 1 H~15 H AF4y)
FEHEERE (201865822-2-1, 201865822-3-1)
(16) JNJ-54767414-SC (No252) : RENEIERAF
Odaratumumab
- FE U THHAME DO SR BEIERE 265U K T Y b~ T DR TG L RN 5% L4
5 3FH T X MM iisx L AR
KGR : M b
TR Yoty T <A
TRBRE(TEAT - iR - R SR BN
FEEGEYMW 2018485H17H ~202049H30H
TG DRV HEECET o HEE 20194E1H25 H/2H 13 HAZHY)
[INJ-54767414]
RS GRAEEATEARE « 20174811 H 16 H ~20184E11 H 15 1)
AR PEFRYE (201841216 H~31 H/20194E1 H 1 H~15 H AF4y)
B (201865821-2-2, 201865821-3-2)
[NJ-54767414 -SC]
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RS GRAAHATHARE 20174511 H 16 H~20184E11 H 15H)
{ERPEFERYE (201841216 H~31 H/20194E1 H 1 H ~15 H AF4Y)
HAEH (201865822-2-1, 201865822-3-1)

(17) JNJ-54767414-SC (No253) : HLH1BMAF - EfEKRERE

Odaratumumab
« ZRMEBIIEEAERE L O A VI T OX 7 A~ T R T &5-2 7M1l 5 Zhisx L FE k0 a0R
KGR : VB EE

TRBRIREE by T St
TRBRE(TEAT - iRNE - ERT SR BN
TEEME 201846 H25H ~202048H31H
AR DRV EEECBI T o HEE (20194E1 25 H /2 13 HEEHY)
[INJ-54767414]
RS GRASEATHIR « 201748117 16 H ~20184E11 H 15 1)
ERPEFERS (2018412 16 H~31 H/20194E1 1 H~15 0 AF45y)
B (201865821-2-2, 201865821-3-2)
[JNJ-54767414 -SC]
YRS GRAHATHIR ¢ 2017411 H 16 H~20184E11 H15H)
EREFRE (2018512 A 16 H~31H /201941 1 H~15H AT4)
B (201865822-2-1, 201865822-3-1)
[INJ-26866138]
ERPEGERS (2018412 16 H~31 H/20194E1 1 H~15 0 AF5y)
TRBR IR ST (2019452 A 26 HE2HY)
(18) JNJ-54767414-SC (No254) : REMHIBERATF - EERRRE
Odaratumumab
c A VAT DL TR0 RIZIRMEFHIEEE 2RI K T Y b~ T O TG & FEsiezs %z
R0 U A AY: %) AN 7 5 T S S 7
KGR TS AL R B
TRBREEE R e SN I
IRBRR(TERT - iRNE - [ERR SR BN
FEFEMYM 201848 H24H ~2023412/H31H
AL R} D AVEE RS BT A E (20194F1 H25 H/2H 13 HERH)
[INJ-54767414]
YRS GRAHEATIIM ¢ 2017411 H 16 H~20184E11 H15H)
AR PEFRYE (20184127 16 H~31 H/20194E1 H 1 H~15 H AF%Y)
FEEHE (20186582122, 201865821-3-2)
[JNJ-54767414 —SC]
RS GRAHEATHIR ¢ 20174E11 H 16 H~20184E11 H15H)
(EBERERS (2018412 H 16 H~31 H /201941 H 1 H~15 H AF45Y)
B (201865822-2-1, 201865822-3-1)
TRBRFERIRDUERS & (201942 H 27 H )
(19) JNJ-54767414-SC (No255) : BRfHIBERAF
Odaratumumab
c RIBEOBHEMALT I A R=RAZBIT DX TV AT e I aRA 77 I R, RV TY 17
KOTFAY AL (CyBorD) L A D KTUCYBoD Lo A L B DAL K OV et 23
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g% 7 > 7 MU 3FHRER
KGR C RIBEOEHMALTY I A F—T R
TRBRIEE R Al g Sa e
TRBREATERT - RN - R SR BN
TEEGEF 201846 H13H ~2022412H31H
FAE R DRV EEECEI T o EEE (20194E1 25 H /2 13 HEEHY)
[INJ-54767414]
YRR GRASHEATHAR « 20174211 416 H ~20184E£11 4 15H)
IR PEFERYE (2018412716 H~31 H/20194E1 H 1 H ~15 H AF4Y)
FEEAE (201865821-2-2, 201865821-3-2)
[JNJ-54767414 -SC]
RS (FRAHEATHAR : 20174E11H 16 A ~20184E11 H15)
IR PEFERYE (20184127 16 H~31 H/20194E1 H 1 H ~15 H AF4y)
FEBEHAE  (201865822-2-2, 201865822-3-1)
[CPA-TV-JPKK]
TR GRASHEATHIRT - 20184E3H9H ~20184E11 A 15H)
{EREGE#RE (20184F12H 16 H~31 H/20194F1 H1 H~15H AF47)
[CPA-PO-JPKK]
Y GRAHATHIRT - 20184E3 H9H~20184E11 H15H)
ERPEGRS (2018412 16 H~31 H/20194E1 1 H~15 0 ATF45y)
[Dexamethasone—JPKK]
TR GRAHEATHIRT - 20184E3H9H ~20184E11 A 15H)
{EREGE#RE (20184F12H 16 H~31 H/20194F1 H1 H~15H AF47)
[INJ-26866138)
ERPEGEERS (2018412 H 16 H~31 H /201941 H 1 H~15 H ATF45Y)
(20) JNJ-54767414-SC (No261) : REMIHERATF - JRERICRET HER
Odaratumumab
» Y M ESHIRREHLLC L D PENEEN TIE SV CUOVRVRIGIRO I M B B EE 2582 7
VAT, RNVTY T, LY R R, KOTFH A X2 U O-VRD) EHRAVTY 27,
LU RS R, KOST XS A2 U0 (R % i d 5 53 fHER
KGR  RIBED M B REE
TR R L g SE e
TEBRE(TEERD - RNE - ERT SR W
FEEGHH 201 9F1H17H~20244F6H30H
FATE R D RPEEREEC BT o WEE (201941 25 H/2H 13 HEEHY)
[INJ-54767414]
RS GRAHEATII @ 2017411 H 16 H~20184E11 H15H)
(EBPERERE (2018412 H 16 H~31 H /201941 H 1 H~15 H ATF45y)
FEEAE (201865821-2-2, 201865821-3-2)
[JNJ-54767414 -SC]
RV GRAHEATHAR © 2017411 H 16 H ~20184F11 H15H)
AR PEFRYE (201841216 H~31 H/20194E1 H 1 H~15 H AF4y)
B (201865822-2-2, 201865822-3-1)
[INJ-26866138]
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(R PEFERYE (201841216 H~31 H/20194E1 H 1 H ~15 H AF4Y)
[cCc-5013])
EBEFIHRE (20194F1 H7TH~11 B H Sy, 20194F1 H 15 H ~18 H
EE3))
TRBRIZ B A AT HIEEE (2019472 A 26 HEEH)
* Clinical Protocol AMENDMENT2/JPN-2(Date: 28 Januari 2019)
- VEBRESERHEE (FOsRi) g2/ JPN-2 (PER H : 20194E1 H 18 H)
[NiEA]
EHFBRE LD ZeMESE R OVRERIZEET 2285, FEhakI WA,
[k - E5e]
Q : ZRVEFRICBET 2 B TERO RARL 2
A B R E T U RS Rk S R R &k,
- 2-(13) ~(20) [AIFFEE
- 2-(14), (20) VBRBRICRET A FIZOWTIE, R - B L,
- 2-(14) SHERPUZDOWTIL, [FIEBHSARI N Eas], EEAEFRB], CCPESFIRIULIRERSE
i HEE S OB TH - 7=,
- 2-(17) FHERBUZHOWTIL, FIEBFF I 5], EE2AEFRB], GCPEESFIRIU AR
fitis HEE S OO TH - 7=,
- 2-(18) FHERIUTHOWTI, FIEBUS6FIFEHsE], EE/RAEFRB], GOPRISFIRI XA
S HEE B ORI TH - 7=,
[ERik]
FEENRBGED Al OV TR A & 0 | HIFEBERE Yt v ¥ —I281T AR O Eff
T2 AGE & 35,
(R E]
TabR ke 2 [AGR
(21) SAR650984 (No251) : HRetHFRRAF
QOisatuximab
- EMEHRERBAEAEIS & X 5B VKRAEDZH I EHIEERE X RK(Zisatuximab (SAR65098
4) ERNVTVIT (LA R s LFURIEF (LTTIR) - TR AZ Y PR
ORI RAEERNVT Y I 7 « LT U R R« T8 2 2 L L kT 5206
srdbE, HEEM, 7 o MU IAHRER
KIS  RIBEO LI BB
TR VAP ¥ S Vel S
IRBRER(TERT - iR - [ERR SR BN
FEEGHH :20184F1H5H ~20254F4H30H
FATE R DRI BT AR (20190F2 1 H/2H20 HEZEHY)
&R RSB T 1 U R k
(ISA057, 058, /LEN028, 029, /DEX039, 040, /BOR020, 021, /CAR018, 019, )
TR EREREREE (5
TRBREE AMNEICR A BLES O, B, BEESOHE FidRhE (5
(LEN030)
(22) SAR650984 (No248) : RLMIEHRAF - FEEZRHE
Oisatuximab
- ARSI 1 ~ 3 DFF L UFHHAMEZ R B BIIEESE 2 x5l isatuximab & V7
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WS IT (AT AR) « FXY ALY U AREREE IV T AV T e TR ALY
O & BRIRAOA PRI C DU T HlRE 3 5 Zitiak LR FEE R, 7 o & 2MEE IR
POE : PR IR O ST M B REE
e =R VAP Y ¥ =2Vl o
TRBREATER - N - R SR BN
FEEmMYFE 201 7410H31H ~202443H310A
AL} DRV BT AR (20192 H 1H/2H20 HER )
2- (21) @
HELATFGCET 2HEE GEBVEE1R : 20194F2H12H)
(/5528 : 20194F2 H22 1)
(23) SAR650984 (No239) : HEiHIFERAF

(Oisatuximab
 FRRIMED DB BRMEZFME B BEIED AN 2 X1 satuximab D BFIBE 52 fr5 195 551/240
R
KIGHRE : M E R

TRt 7 S
TRBRETIRAD - RNEL - R gk =B
FEEGEHW :20164F8H9H ~201943HA31H
AL R} DRV BT AR (201992 1H /2720 HERH)
2- (21 , (22) Ham
(24) SAR650984 (No244) : EFEIK NI
(Oisatuximab
- EEAMEUSFPRMED  DERAMES M BEEE A %15 Zisatuximab (SAR650984) L 7R~V K
R BHET XA X UREREE R~ R R - RHET 2 2 RS & bl
T oMb, IEEMR. T & MBI
KGR : R BN
TR VAP S ¥ S Vel S
IRBRER TR - iRNE - [ERR SR BN
PEEGEHW 201 7F6H6H ~202148H31H
AL : FERRRIUEHREE (2019452 H 22 HHEH)
[7RiEA]
EHFERAE LD ZeMERE OHERS:, SO,
[ - Ee]
Q : MRS 2 B TERO AR 2
A MR R E T TR R &R,
- 2-(21) ~ (24) [FIFFEE
- 2-(22) Yo —TRA LTAFEEFLEHRE BEVEL 28 12O\ TE, 2k CIRiski S
BITHENS D Z L13ME) o7, ARl HELONIERIZEE | REBIRITIE L & T,
- 2-(24) EFERBUZDONTIE, FIEBUSFIHSERG1F], HEE/LRAEFL3M], GCPESFIRILINEERSE
JitisHEED D OBATH - 7=,

[ERik]
ZERMNBBARGEO IOV TR Z & | HIRERERN YT ¥ —ITRT DATERO Fhii
fifoe 2 ARGB & 97D,

[ R]
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TRk s (7GR
(25) CC-4047 (No234) : REMWIEEHAT
OFR~<U RIFR
E I TERAE O SR B RIIERE 2 L LizAR~ ) FI RERLT Y I 7R OEHET
TR PERRE L FT Y I T R OMRHET 9 A 2 UG RREO AR O 4k
% LU 5 3k inx LR 7 o X 2 A —T" 0 T~V ER
KGR : FMEE R
TRBRIREE e et
TRBRE(TEAD - iRNE - ERT SR BN
TEFMEHM 20164F2H26H ~202246H30H
AR DRV R (20194E1H22 A /2 H8 HERH)
BT e M B D s
(20194F1 HTH~1A11H/1H21H~2H1H)

[PZsai]
WHFBRE X 0 L2 EFRONATI,
[%nﬁa )j}f%ﬂ?]

Q : ZRMEEHRIZEET 2 BERO BRI 2
A MR ET AU R ZRRE R &,
[£k]
ZERMNIRERGEO AT OWTEIR A & 0 . HIREBEREN Yt v ¥ —I28B1T AR5 O FEfi
Mk G &35,
(AR
TR E Ntz 7R
(26) SyB L-1101 (No238) : ZE£MIBFHRAF
(ORigosertib
« A Phase III, International, Randomized, Controlled Study of Rigoserti bversus
Physician’ s Choice of Treatment in Patients with Myelodysplastic Syndrome after
Failure of a Hypomethylating Agent
PIE I35 L E BRI RCE R
TRRREEE oo ARG A
IRBREEAD - R - =R gaR B
TEFEHH 2016F8H4H ~2018412H31H
TAEHR) D ZRMEEHRAE BT s E (2019472 H 20 HERH)
- JRERFESYB 1-1101 (rigosertib sodium) OZEEVEREHRIZEET D H7-70
T (GE53E)  (20194F2 18 H)
[NZ=RET]
WHFERE L0 ZeMEEFRONE,

[ - ERE]

Q : ZEVEFRIZEET D EERTO QAR 2
A MR R E T U R R &R,
[ERk]
FEEMNERHEGEO fI I OW TR Z & | HEREEENY ' 2 —ICB1T 2 ARIERO I
T2 AGE & 75,
[FEARE R
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TRl 2 [AGR
27) ABT-199 (RR FI SV R) N240) : REMIEIHATF - JRERICRIT 4 E - FEERBE
OXR 7T A
A Plase 3, Multicenter, Randomized, Double Blind Study of Bortezamib and Dexamethasone in Conbination with
Either Venetoclax or Placebo inSubjects with Relapsed or Refractory Multiple Myelam Who are Sensitive or
Naive to Proteasome Inhibitors
- T T T — SBHERNEES M IR 5O U TE A E O B 2 g L LT,
ANT Y I TROT FH A K LVenetoclax X 77 B iR PER# 5O ik IR E4 LV —
B M AR
KIGRIR : R BB
BRRikEE Ty U AlREtt
TRBRRERT - RN - R SR SR
TEEGHH :20164F9H12H ~2019412H31H
WAL} D ERMEEEI BT o MEE 20194E1H28 A/2H 12 A42)
R N7 T AEREREIRT A U A N G - 201921 ATH~1
H20H/1H21H~2H3H)
TRBRIZRET 228 HIGEE (20194F2 A 27 A4
* Clinical Study Protocol Incorporating Amendment 0. 01 (France
Only), Japan Local Amendment 1 and Global Amendments 1,
2, 3 and 4 (201941 H9H)
« Administrative Cange 1 (2019851 H23H)
- VB EEEmE AET3 (Japan Local Amendment 1, 77 2 AkET
0.010K, MOCGETL, 2, 3 KOMREETe)  (2019-1H9H)
- FBHI7RASHEL (20194F1 A23R)
- M14-031  JRBRSENRR HBES i #5136 (20194F2 7 18 H)
RBR S tEE ot AR (20194F2H181)
VBRSOV COREHISCE 56kl (20194F2H25H)
- [FIESPICE ARA—% (20194:2H25H)
- M-14-031 BEARIEAZE (1 7 9~H)  (20194F2H25H)
- HERGEREE ARA—T (20194:2H25H)
HEDAEFRICET2WmEE IR/ 51 « 20194F2 H21 H)
( /28 20194E3 AT H)
(28) ABT-199 (RR LI SHR) (No256) : REMIERATF - AERICEET HER
ORI T A
*A Phase 3, Multicenter, Randomized, Open Label Study of Venetoclax and Dexamethasone Conpared with
Pamalidomide and Dexamethasone  in Subjects with t(11;14)Positive Relapsed or Refractiry Multiple Myelam
tAL14) O RSO TEREIED M B BRI GUA_R N T 7 AR OT FH A %
NREE G AR~ U R REOT S92 2 G- & 92 2 s LRI E A L IE
EIREE IFHER
PIE- I35  FPROUTERBMEO 2 M B HEiE
RikEE Ty U AlRStE
TRBREERD - IEPE - R gaR SR
TEFEMHE 201848H10H~2021410A31H
FAER D EMEF R oSS (20194F1 H28 H/2H 12 A &)
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2- (27) @
1RBRICEET A HIGEE (20194F2 H 25 HE2H)
- M13-494  VRERFENEHEES M BEEhR (2019427 18H)
- TR ERHEE ot ARS - (20194°2H18H)
[N5aA]
EHFERE LD ZeMEERLOVERICET 228, AEFRONETIL,
(55 - &%)
Q : BRI 2 ETERO RART 2
A BB E T U Rk S RIRE R &,
- 2-(27), (28) [FlRFsR e
- 2-(27), (28) VEBRICRET 2 HIZOWTIE, Rroiss - Eiile L,
< 2-QN Y HF—TRAE LT AEFGEE (ISR L 23 ([2OW TR, 1R G-H
(HEBL LT FR Tl D03, Itk AN T ORI EfED) A RO FN I & 72 o 72728,
TRBRERABT-199 « ~UL7 A K« LT v 7 A & ORIEBIAITEE Lk,
[ERk]
ZEEMNEBHEGEO AT HOWTERZ & U | HEEREREN Y ' & —I2B1T 2 ARIERO I
e 2GR L35,
[k
TaBR ke 2 [AGR
(29) ASP2215 (No245) : REMAFMATF - AERICEET S EE - EfEKIRERE
Ogilteritinib
- TR IR TR N EFHAEOTEIL & 72 B 72WAIRIR OFLT3E n -2 G O St -l F ipi
FHARG L L~ ASP2215 (gilteritinib) , ASP2215+ 7 H L F 0 BT WL T L By
HAZ X258 0/ MR ISR M2 27— 7 o & Mb bR
KGR s M EREME A i
TR D T AT T AR S
TEBRE(TERT - RNE - ERT SR W
TEFEHM 201 745H24H ~202246H30H
AR} VI BT D E (20194E1 H24 /1 H31H/2HATH/2A 14 FHEH)
- EBIEREHE T A U A 1147, 148, 149, 150
HRH - EERIWEHREOER—&
(WERLH : 2019/1/15, 1/23, 1/30, 2/6)
KTPFFTy»
« EBEREHSET A ) R 14,5,6,7
AN - EERIWERSFOER—E&
(WERLH : 2019/1/15, 1/23, 1/30, 2/6)
TRBRICBET 28 HIGEE: (20194F2 H 25 HE2H)
« Protocol 2215-CL-0201 (05September2018, Version 7.0)
TEBR IR HEE 2215-CL-0201 (857. OKR, 20184F9H5H)
TR E  (20194F2 A 25 HiZ2H)
[NZF]
EHFERE L ZeMEERL OV 2288, SRR O,
[ - E5e]
Q : ZRVEHFRICEET S ELEAO RAR L 2
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A BV U TR S TR & flIT,
EBRICBT A EIZOWTIE, B - BRI L,
s FHERBUZ DN TR, RIERES1IHF5E05], EERAEFG0E], GCPEERIRIL GRS i3
ENS OO TH T,
(k]
FEREMNERIGEO IOV TR Z & 0 | HRZREEENY ' ¥ —I2BIT 2 ARTER O3
e AR E 75,
[ A]
TaBR ke 2 [AGR
(30) SyB L-0501 (No250) : ZetHiEHAF
(OBendamustine
« R OUTFROE AR IBAIR U o A %5 & L7=SyB L-0501 & U > ~7ffH
(2 X DB MARERIAR SR
KGR D FRE TR OV E AN IR U o i
TR D A RS
IRBRETEERD - EANEL - R gR B
TEFMOWIRK 201 7412H4H ~2019%12H31H
FAE R  BVETFEEE BT 25 E (2019452 A 20 HH)
- VEEREKSYB 1-0501 (Bendamustine Hydrochloride) DZZRMEEHRIZES
DHHT 7N (55351~352[H])

[Psiia]
PHFERE L0 LN EERONAH,
[k - ERE]

Q : ZEVEHFHRICBET D BRI O RAR T 2
A My R E T U RB Rk S R A &I,
[ERk]
FTE RN O AISIZ OV TERE & 0, HIREE2E N Yt v ¥ —I2B1F AR
B TR G RO
(R E]
TR ke s (7GR
(31) ONO-7705 (No258) : REMHERATF - AERICEET 5 E
OSelinexor
- RS U THHEME O LRI EBIE R OFER F U o EBRE x5 & Ui L m3E S
Fext R FH BigaAR
POE /5 D PR UTERAMEO SR B BIIE L OFER % ) ol
TRkt s/ NEPER L T 2R A
TEBRE(TERT - MRNE - [ERT SR W
FEEGEYM 201848H24H ~202448H31H
TG DRV o WEE (2019F2 4 H/2 A 18 HEEH)
TALU AN G : 20184E12 24 H~20194E1 H6 H, 1H7TH~1H20
H)
1RBRICEE T A HIGEE (20194F2 H 25 &)
- RIFE BRNCRORRE B
- BIER TRBRICIR DR (RBRscRthl) FEETER
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[ ]
FEHEERE L ZeVEEHR&L OVERIC BT 5 2 E O,
(55 - &%)
Q : VRIS 2 ETERO RART 2
A MR E T A UTIR SRS W H7R N &I,
VEBRICBE T A I OWTIE, RRCEE - B L,
[ERk]
ZERNIREREGED AT OW TR A & 0 | HIREBE 2B Yt v ¥ —I2B1T HARIRERO
e 2GR & 3D,
[FEARER]
TRl hike s [7HGR
(32) ONO-4059 (No260) : RELMHIBRAF
Otirabrutinib
- ONO-4059 kel JFstE~7 v a7 ) UER N - \TEERE Y o SEIZ w35
Ll tRFE SRR
POE M~ v a7 ) ER N o NSTEERIRE Y L E
TRt s/ NEPSE L TR A
IRBRE(TERT - iENE - =R SR ES
FEFEMYM 201841 1A8H ~202548H31H

AL R} RS B AR (20194E1H 23 H/2H4H /2 18 HHEH)
FA LY AN GBI - 20184E12H6 A ~12H23 H /12 424 A ~20194E1
H6H/1ATH~1H20H)
[NZsRAA]
FEHFERE L 22RO,
[ - Ee]

Q : RV 2 B EERTO RAR T 2
A BB E T UTIRS R A &I,
[ERk]
FEENRBEGED AIIC OV TR A & 0, HIFERBELE N Yt v ¥ —I2B81T AR
B TR G RO
RG]
TabR S hikee 2 [AGR
(33) PESI-MS/SVM (No.ZE03) : ;RBRICREd HZEH
Ok
- JFFEMERTIE 01T 20l AW SR E O W IR A AR 5 2o haax L FIRAR
(ST-PESI-2017)

KHGIRE R
BeRE BT

TRBRER TR JIFIEESNEL - =R EA fatsl
PEEGHH 2018FE10H19H ~202143H31H
FATE R TRBRICRE T 225 HIGEE (2019472 A 28 HZH)
- JRERSEhER R (2. OhR)
- VEBRIEhHEE xRS (20194F2 A 20 H {ERK)
- B EATHMICRET 2 FIEE (B2, 0l
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- EHRHMMICRET A FIEE BriHxiRER (2019472 A 25 HERR)
- VR HREERT - 7RI 0E Y A N (201942 H 28 H)
[NZiEA]
EHFERE L VIR 2 O,
[ - Ee]
 VEBRICRET AZEEICOWTIL, BRI - BRI L,
[ERk]
FZEEMNEGED AIRIZOWTERZ L D | HIREBEEN Y ¥ —I28B1T HAERROES i
S TR Gt R
[ ]
TRBR Ik (7GR

3. RERTHRATEERE

(1) TLEJIHSE (Nob31) HRARFERE
Okt + (Ff® BREHERIZEREHIE

KGR : M EREAE R E
AT A c20194F2H12H  ~ 20254F9H17H
TRESEAH - ER] (RETEREREL : 1, 00041)
PR A - iENEL - R Al fER
IERAEE 0 J CR7 7 —~ A&t

¥ SERRSI4E2 H 123 @ﬂﬁ%ﬁ@% SN2 EE LT 5,

4. WERSGTHRAEREMNEERIC K SATERREORER
O 7z2L

5. EEFEEZHSIE=4Y T - EERBROBE
(SRR E)

(1) CC-4047 (No234)

A R g v SaVea i

TRBREAEERD - MIRPE) - [EAT gk &
(2) Carfilzomib (ONO-7057) (No249)

TRBRIEIERE - /NP, Tt

TRBREEERD - MIRPE) - R gk &
(3) ABT-199 (RR k259 R)  (No256)

B - 7y U BRIt

TBBREAEERD « MIRPE) - [EAT gk &
(4) MLN9708 (No224)

HEL TNV SRRV EIE SRR I O S

TRBREAEERD - MIRAE) - =R Sk &
(5) MLN9708 (No241)

ERI TR E SRR O S
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TRBRETEEAD - MENEL - ERT g0k s
(6) JNJ-54767414 (No252)

WBEkES - Yoty 7y —~ RS

TRBRE(TEAD  MRPEL - =AD oK B
(7) BMS-901608 (No.164)

BEMKEE Y R ML - A T — R R A TS

TRBRETEEAD - MENEL - [ERT gk &
(8) F/A<T (No172)

Ry e = Sa e o

TRBRE(TIEAD  MRPNEL - =AD oK B
(9) JNJ-54767414 (No253)

BEkEE vty Ty —~A S

TRBRETEEAD - MENEL - [ERT gk s
(10) MLN9708 (No247)

TRBREEEE - B TSt

TRBRETEERT - MRNEL - [ERT 80Kk &
(11) MLN9708 (No.197)

IR - SR TSt

TRBRETEEAT - MENEL - [ERT gk &
(12) ASPO15K (No228)

BB 7 AT T AR

TRBREEERT : TWA = « Vo= RL - B8R $nK %
(13) ABP798 (No208)

TR« = Y — IV AT TR

TRBRE(TEAD « MiRNE - BT SRk sl
(14) JNJ-54767414 (No243)

BB - Yok Ty —vi S

TRBRE(TEAD « IEEL - =T oK B
(15) LBH589 (No205)

RS« VT 4 AT <R Gt

TRBRE(TEAD « MiRNE - BT SRk sl
(16) ONO-4538 (No259)

e T N T R B S SR e

TRBRETERD  MPEsNEL - IR HIZE JEXR
(17) JINJ-54767414 (No255)

IBSMRIEE Yoy T —~ RS

TRBREATEAD « MiRNE - BT SRk sl
(18) MLN9708 (No221)

IabRis - BCEEE TEESHE

TRBRETEEAD - MRNEL - [ERT g0k Fs
(19) ONO-7705-01 (No258)

TRBRRHERE o /INBRER L T2

TRBREATEAD « MikNE - =R SRk sl
(20) ONO—4059 (No260)
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NE e AN Sl e SR o

1B TZERD « MikNEL - =R gR ZBSE
(21) ABT-199 (RR kIS5 X))  (No240)

TR E - T v U 4 BlREt

TRBRE TR « MRNEL - Rl 8K &Sl
(22) Elotuzumab (No237)

TBEMEIES T U A R« A P—RR T A TREREAE

TRBREETZERD « MiENEL - =R $R 7BSE
(24) JUNJ-54767414 (No215)

il AT A AV VA e S

TRBRE TR « MRANEL - Rl oK &Sl
(25) JUNJ-54767414 (No218)

BB - Yoo T 7 —~ RSt

TRBREETZERD « MiENEL - =R 8K 7ESE

(5HE1R)
O 2L
6. AERRT - ;ARRdIE

(1) ODK-1601 (No—)

O#fL
» minor BCR-ABL mRNA:+v k(DEGERTERESER
POE CAMEY o MEE IR

TR NGRSt

TRBRE(TERD - RN - ERR SR BN

TEFEHM 201 749H26H ~201848H31H
AR CIRBRIE TR (2019452 A 22 HRHY)

7. RERFTHRATE THRS

(1) T4x5vH REAf (Nod56) FFRARERE
OF LEZREJLKIW - /SR TLEILKF - 1) R FEL
POE A LA ME
AR P82 H22H ~  FRk304F2 H25 H
FREEFHEL  : 105EH]
IR LA - bR - R FE R
TEREEE T v U AlREH
AR : BLERTCIL AR e CERS1IAFR2 H8 H M)

(2) @inJxz/ 5071 UIH%EHE No359) $FefEFARIERAE
ORYTFLVTYa—)LEBAGRESF QT
PE : BRVERIE - FeTERRA%
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AR CER23FEI2H16H ~ SPEEK30F6H12H
FREEFHEL 5 RER

TRATETEAD - TV = U0eF R - SR R 3%

PRI - AN BRI R

R : BLER A NARE TSR CER31TAF2 A 21 B

(8) #m~Jx/ a7 UIH%EEE (No393) 4FE(EFARHERRE
ORYIFLUYTY)a—)LNBAGRES O T >
PoES L BRMERYE « B
AT AR PER25E5 H23H ~  SEAk304E6 H 12 H
FhEREGEL . 2JER)
AR AN - SR fEH HW)
TR RREE REEEN BRI
WG ARSI TR CPRS1AE2 H 21 HERH)
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