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Arm C: 7HSF I

BHREX(EE GO AMLEBE X (I8N0 EREAFTEDBEILES
SRVRBEDAMLES

EFSHERER M15-656 18R (BB IMABEHER) | @B EBREAFTEDEINEBSBVREED AMLES
SBIELER M14-3585858 (55 I bAEEHER) | OB BEREARADBEINEBSRVREGED AMLEE

ERE2 95> EDHBBERR

[ERE295EHA

ERHERER M16-0435H8R (BB IABEER) BB EBREAFEDBEINEBSBRVREED AMLEE
SBIEER M14-387 558 (55 1/ IABHEAER) | 5200 BMEAREDEINEB5BVREED AMLEE

BRI SR

B EER M14-212548% (B IAEEER) | BRNEEEHED AMLEES NIRNBEREAEEDBEINES

SRBVRBEDAMLES




O FHIDIRS AT 21— o

1. FHEIOKRSATI21-)

| CLL/SLL ]

| RERURE

<FABBEOEEY>/EBMFE (NI NERED O NEESE) >

DI BMIEERIEDHAICHBNT. BE. MAICBNRNISTZEL T, FBEHERIZE 13882 20me. $£28
HIZ50mg. 53EE(C100mg. $4BE(C200mg. $£5BBIC400mgErZznzn1810. 7BH8&ICR0
8595, TDBROMEFIRSHIE. 400mg# 1810, BEICROKRST 5. 56 BEDRECK)EEHET .

FERYRITHE OBE :

YA L Yqol2 L PAOL3~6 YAI)7~12
, ' 400mg: :
\ Yy i 200
NRIVIART*2 100 Mg
HEgORSs - 20 mg
5 ne e o
: 188 288 385488 SBE; 6~2188 22~458H
+ 5 (2288~ : 5 ,
o3 4 ’ y  HAOL205
Aexvzezr= 111 1 1 1 YAII6ET

iR . s
i = e e B e 158 THBRs

X1 FEXY YT (BLTFHEBRR) EHATEHE. BE. RACEAEXYAYT EBLFHERR) 197 7)LBEO1HEIC100mg. 2HEIC
900mg. 8HBENU 15HBIZ1000mg. 2417 B 1HBEIC1000mgZsidEisEd 5. 28HEZ 1H17)LEL. RRKTOT1TIL
BEERIRT, BB 1T17ILBD228E8HN5. ARIDIRSZRIBT D&,

¥ 2 AFDBNSEMBHHRREER (BO25323 5 8) RUEANE T RF R (M20-35355) Tld. H17)L1M228EB(C5BBOAEHMEZER
BU. 17N 20 28BEOAEHEMZRTER. T17L3D1HENSTATIL120REEBEFTRSLEUC. EF17)LIE28BEELE
Lize

X3 UBRERICBTBFEXYAYTOREE. 1TH17)ILBED 188, 8HERU 1588, LICZOEDOEHITILO1THEIZ1,000mg% 28
HIEIT®SUL. 5601785 0E Uz FEXY AT (BLFHEIERR) (CET35HME. RIOAEXY YT (B-FRIER) BFRNE
SRLTESVL

T7LFZTHA T DES :

YAOMI~3 L YAoba YA II5~15
: :400mg

200

NRIVIRT*2 i
IHEE0ES oo e

+ 1L§ 2:BE 388 4L§ 588 6~48:EH
PR ;"*W(gaﬁﬁfﬁﬁg [55I5"=‘” RRIVIRTHIFIZ S
181 EE0S

X1 ATIIWFITEHATZHBEG. 28BEZ 1 H17)LEL. A TNFZTE3FATIBSUILEIC. FEIDRS BT D&,

2 1 AHIDBHBMBIRARTER (CLL301 1 5ER) RUBEMNSE T1EERARIER (M20-35358) Tld. H17)L4018BEICSEBOREHEZHRBL.
1750 7BEDORE#HBHREZT 7. Y17 5D8HENSHI TN 15OREEFTIRELELZ. EF17ILE28HEELELE,

X3 UBAERARBRCH TR TILFZTDRS5EF. 420mgz 1810850 FABRSHBRE 151 7LELEUz, 17U FZT(CRAT2HME. &
MDA TNF ZTEFANESRLTIZS L,



Q@ FHDESA TS 21—

<BREXEZHSEOEMEY >/ EamE (NS NEEST) >

BE. RACERNRNTZTZRELT. BEFHEHEE1ERIC20mg. F2BE(C50mg. $3EHEIC
100mg. $4;BB(C200mg. H5BBIC400mgaZznzn1 818, 7BRE%CROBS5T 5, Z0%
DHEFIRSHIE. 400mgz 1810, BRICROKRST 5. BH. EEOREICKVEERET 2.

(Ramp-up phase)

DYXII T HADIES :
: 400mg
NRIVIRS 200mg
1B1EEOES |, somg 100mg- >»>
-+ LEE 2B 3BE 4EBE 588 6~29:8BH .
B : N2 L7 25 RS 5] i O

+UVESTT6YATI]*

XEFNFEAMEOEMD >/ VAR (N> /BRI NEEST) TE VYRS T BLFHERR) ORSHARELTSEEMRES. HEIFRSHO
BRIEHSUYF YT (B FHERR) SHARSLTIES L,
DYFITTEAFOASHIBET T RIS ERIBL. 400mg1 B1 0% 7 BRI S UERICAEIBL TSV, BREBICHTZIYFI T
DIE5(EF288% 1H17)LEL. FEICT1TE375mg/m?. 2@BLEIF 1 @E500mg/m?Z28HIEICRS L. ZRARSOHIF6 7Ll
FUrzo VYFIYT (BEFHEIBER) (CET2FBE. RFOVYFIYT (ELFHEIRR) BEFANESRUTLES L,

| RERVEEBCHET 23R

<1§'r$')//\'riEmur(IJ\'J//\"EI?'E'J“//\"E’&%B)>
 AB OB SICEVEERARIBLIES(ICE. 2. TEZETIEIER IWEDELEESE(C, AFEK
B, PIETEIE. 8. —EHREAREEICHERETBEICIE. BRREEREDRTFHOETL.
FEDREEERTET D&

2. PRREL FOCYPIABERIEHRATZHAICE. AFOMEEEN LRITEHTNIHB1=H. LTOE
HEESEZ(L. AEDBRSEBRNTBIE, [5. ZOMOBEEFERCET3IE®R(Q&A) 2. 6. 8% CYP3A
FRERIDEE 881]

CYP3AREZRI L DHAROAEREESE

HAZA FAEEEHA RS
hiZE D CYP3ARRESA! FHEEBLUNTHET B
UL CYP3ABREA! FEleHRALGVLIE AEZ 100mgUATRICHET DI LE

<KABEOEEY>/NEBIRE (M) NERED > NEESD) >

1. ABEHBTIMBRESHZCDOVT. [BFFN 17.8BRNE ODTEORNESZH U L TEIRT 5,

2. ALY AT T (BEFHEIER) SHATR8E. @5, RAICEAEXY YT (EEFEEX) & 1917
BEM1HBIC100mg. 2BE(C900mg. 8HER V' 15HEIZ1000mg. 251 7)LBLEEFET1BEIC
1000mg % sSEE8 T T 5. 28BBZE1H1T7ILEL. BATOTTINRSER)ERT . BH. 1917
BN 22BEH,S. AFDIREEREBT DS,

3. ATNFITEHATZES. 2888%E 1 H17ILEL. A TINFZTE3HAIINIBSUIERIC. FRIDE
S5EBIBTHIE.

4. REIEN1 2917\ EBR TIRSEULEBEOENER UL EFHEIILTLAEWL,

<BRERXHAEOEED /B (M2 NEREV D NEEZSE) >

1. DYF YT (BLFHEBRR) ORSPIRBELBEERE. HIFRSHORGEHS)YFI YT (BLFHEBR
A)EHRARESTEIE,

2. DYFITT (BEFHEERD) LAOHBEESHAEDHBICEZBEMNEROZTEMFHEIILTOEL,



I ; =NC & TA

| BRemagomcL |
|RERUAE

<BHEN3HAMEOT> ML) > INE>

A7NFZTEQHBICBV T, BE. MAICBAZXNISTZELT. BASHIEMHIEE 1 BB 20mg. £258
B(250mg. $E3BEIC100mg. $4BEIC200mg. H58EIC400mgEZnZn1810. 70R8%
(CROIBST B, ZOROMFIRSHE. 400mgz 1810, BRICRORST 3. 8. BEOREICEKY

EEHET 3.
400mg
. i 200m
RZIVIRY g
1BTERTRS jomg Somg 1007 g
1588 2B 33BE  4EBE 588 6:BELIRE
+ ' .

RRIUIRIRE ISR [5EA) ) "
LB R L RRIVIRIRIERS

ATWF=T | e
1B1EHRO%S !

M IATNFZTICHUTHRE 24 WAEBA T ERERESUCBEDENERUOLR2EICEIBBRIIBONTVDIH. [BFAX 17.88FKWR
BEIOBEORBZAALIC LT N2 T 1ok - URTEEZELT. FEIDRSHEOTSZIES(CREILTIES L,

BRARBRICHTBTTILFZTDIRSEF. Dayl H5560mge 1810 ARIEHBRSELEUL. 1 7ILFZTICET B350 RITDT1T
WFZTBFARNESRLTIZS L,

| BERUARICHET 38

1.ATNFZTICHUTARZ 24 W BEBAT EREKRSUCHEOEMNMERUORLEICET BIBHRIIRES
nNTWaizoH. [EFAX 17.BRKEIDEORNSZHAR L LT RRTrvh - URTZZEERELT. FE
DRSNS EIREICTIRFT T D&,

2. FRIDBRESICKVBEMERNRIZEUCIBEGICE. 2. ZRZEIT2EER MWEOEEZSE(IC. FFHIZK
HORE. PILETICE, 6. —EHEARRICERITEG(CE. BEHEREREOUA7FHBZITL.
FEIDKREEZRET DL,

3. PRRELEDCYPIABRBEILHATZHBEICE. ARDOMPREN LR T2HZNAHBIzH. LITOE
HeSEIC. FEDRGSZRFTIT DL, [5. ZOMOBEIEERICETZEHR(Q&A)2. 6. & CYP3A
BHEAIDZE SF]

CYP3AFEZAIE DA OAERMEE
{3 FZERI PSS HERIR S A
2B CYP3AREEH TR BUTICHEYT s
38\ CYP3ABREH FREGRALBLCE A% 100mg A FICRHEY BZE




O FHDISRA T 2—)

| AML ]

| RERUAE

<SMEEMamE>

THIOFIUHADIES !

BE. BAICEARNISTRELT. AEWHEMAE1EE(C100mg. 28BIC200mg. 3BBIC400mg%
FNFN1E1E. BRICEOKRST . ZOROHIFRSHE. 400mgzr 1818, BRICROKRS5T %,
BH. BEORECKBEERST 3.

Y1211 (2850 Bqo2~
(28

400mg :

RRILIRY i 200mg

181EE0Es | 100mg - 5

- 288 388 ABBLUE

FEsEs ; RS :

: (Ramp-up phase)

PHYFYVBE | : ;
EFRUBIAES _ -

¥ UBRERICHTDTHIFICOREE. 1Y 7L E28HEL. EFA7ILDDayl HS7 BB, REIRSH(C75mg/m? 7 N3 IRAE
BELFEU 7Y FIVICEAT R BRDT7H L FIVEFRNESRUTIES L,

JISEVVEFEHADES !

BE. WACEAZNISTRELT, FAEHIEEAG1BEIC100mg. 28812200mg. 388(Z400mg.
4BBIc600mgEZNZN1B1E. BRICEROBST 3. ZOROHFRSHEF. 600mgz1818. &
BICROB5T 3. 55, BEORECLBERHET 3.

Y42)L1 (2880) B2~
600mg 5 (2881/)

400mg
RRIVIRY 200mg
181805 100mg
+ ; 1 2EI§ 38 488 | SHELE |

FRE A g SRS

(Ramp-up phase)
* E%ff%it%ﬁ(:éb‘(‘f%:/95t“‘/0ﬁﬁ‘—:ﬂat\ 117N &288EL. 7LD Dayl H5 10 8B XA S5%I(1C ZOmg/mUéE—F}Q%&bibﬁ:o
ITEVICEET R M. RIDIITEVBETFARANESRL TSN

YISEVLREE"
1B1BET®S



I <; =rCLEXTA

| RERUREICHET 338

1. ARIEHATBIMBEEGAIECOVT. [EFARX 17.BRRE] DIROREZAR L ETEIRT S &,

2. AR DBRSICKVBWEADNRRELCBE(ICE. 2. FRZETDEIER WWEDEEESEICRRIEARE.
FLRRMETHNEPIET DI E, WBZHIKTTDRICAWSIZSH. 7L T TRICEENRDHEZ
I5C&. Fe H17N T TERUKRSHBPZEL. HEICHUTERREETO .

3. PRRELEDCYPIABRBEILHATZHBEICE. AFOMPREN LR T2HZNAHDIzH. UITOE
#eSEIC. FRDRSZRFTIT DL, [5. ZOMOBIEFERICEATZIBER(QA)2. 6. & CYP3A
FEEFIDBE 2]

CYP3APREAI L DO ANFO AERETE %
HRZEH| FAE#ER] RS
hiZE N CYP3AREEH FEeHELUTIORET B L
AAElZ 1883 10mg.
@ CYP3ABEEE 2HB(320mg. 3HBLIEE AEES50MgITHET D&
50mgICRET D&




O IR ZRI SEUER

10

2.1 BEEARIRAE(REF (TLS)

| BHRE - BE
| CLL/SLL ]

FKBBEDCLL/SLLEEBERNREUVCARROFAEXY AY TN EARER O TIINF Z T HAERNEIE
SER (M20-353538) . RUKRBEDCLLEBEZEWNRELVEABIRUTFAEXY XY 7 HABNEIETER
(BO25323&8&). RUKRBEDCLL/SLLEEBZNREVEAREIR O TIILF =7 HEABHNAEIER
(CLL3011 588 [CHPWTERIESNZ. TLSICH T DLER/ROHNBZU NRUETD,

1. ¥)OAE: 20mg

2. A8  AEXYAYTRBATINFZT EOHBICEWVWT5EB D (F THEE

3. FRHEE :
([MRE=9U>7]
o X7 )—Z 7 BOEGR IS HIESEHBRICEEEM. HOICFEELFREEEmRL. BL

FORBEMIE, K. BEBEXEN-ZSTI>OILT7F 07 7Z2 AN 50mL/min ki T
H5E AT DHEBRE DV TFEPHNRARGER EZE.
O RSB DMBRELFRAEIC DV TIELUNCRIWERE DR T U TR,

1A% HEBREDURT FRIDIZSERRE MR LS E D ENEESE
20. 50. 100.
& - PR3 JURT 200mg RV 400mg | 358/, 1858 RV 24 B5—%
DEDIEEAETS
FEXYRTT 20mg MU 50MED | ip e 4n o y
o = EESE B5H1. 1858, 12N0U248%
BsURY 100. 200mg R0
400mg®M B5H. B58 R 2455R%
BB S5E
K - PEJRY 20mgRUs50mgn | R5H1. RE56~8 KU 2485
1INF=T | BURY BYEHR S WER. 854, 8. 12R024H5/8%
A K- EURY | gwiEEen B 5AT
52T AIEESSSiE B5H. #56~8 R0 24 5%
[Fhh%5]
0 I 5RHBM A8 BRI FIHA SHNER (TR OKD G (1.5LH5 2L/ B) XIEHEICIH U TERIRN
[CRBIKD e ZEN.

BICAE XYY T HADSESEBOWBRE . 20mgR0 50mg DEIEE S ICIE AR
S5#12LH53L/ BEBR=ZRIC. MEITIHU TEIRNICELDKD i ZE .

o [REBINHIZEZIR SEIIRE1IN 72 BB S U, g i,

e B SHIDRBEHNSENDE ) RVHBRE(CIF. TRTUVA—CDRSEHE,



BRN(THEAMORM >/ VB (CLL) /N> BRI >/ @ (SLL) EE R EULEERSE 1/ THE
B (M13-834588) . NUBRN(FHEMDCLLBEENREVCARRT)Y X277 HRBNEIEHER
(GO286675ER) [CHWLWTEMSINZ. TLSICHNTE2RENKOABT L FSTRUET,
FRABEARTH]. YOAZOAHF 100mg R0 200mgzR5UIEFIHD 3FNCTLS A ERDSNIz/zsD. LU
TOBITLS FRHEREOZHRELE LI,

1. ¥)EAE :50mg

2. S 2~3B@H T T

3. FPREIEE : 1) RBROMKNRORERE FEDKRS

2) O S IC2WERE AR

ZD%. TLSH10/7761(13.0%) (CHIRL. CODBRTA2BIMESNICEITHN. TEET—IZEF
BICEHEL. FECGO28667 FHERD TLS FRABEA@ICEILELE,

BEISNIZTLS FRABIEDT(E. TLSOREIRF10/23461(4.3%) &7ab). KRS NUOEEE (FHA L.
Clinical TLS(CTLS) DIR&S(EHWERATUIC. CORBRICEDE. WREBODENIRT(ITIHLETLS FHE
EEQICHBMEI & EL,

=1 BREXIH MO CLL/SLLICHITB TLS FHEMEE

HERE TLS[CH T BREFTER
M13-834 (5% T2 GO28667 MER< TLS FEHBIEER (GRITHR) > D!
GO28667 5 <TLS FRHEEED>
1. YIEAE : 20mg& . BRRIFEBICELA L /S ERIETE (ALC) DR DY 30% KimD 5
&. 2BBIC50mg xRS
2. AEEHE  4~5BEH (T THE
3. FRHIEE:

[TLSUR74348]

EEY 1T ADOD5EHMICEY). 3DDURTHFEK. SR, BURD)EEBA,

[MHEE=IV>T)

o YEIAED 20mg MU' 50mg DS EWREZT AT (URTDEVWHEREF. 1O
SRICNATERERCHEOAR) . BRREEEZEPNICE=I )7,

CHEAANERECTL 7F 275> Z(CrCl) =250mL/minZ&&iL. CrCl<80mL/min
DWEEE L. JBERRKEEED T 7 % El,

[FRhigS]

o ROFREEIE FREMNORBROFKE. AFIDKSFE 72 FBLERICEBT 2&E6(C. AR
(FES(CERIRNERZ R &= AT DS ICE TR T UH—TPERS,

<TLS FRHEEEG (R1THR) >
1. ¥IEFAE : 20mg

2. FASEHE | 5B T THiE
3. FRAEE -

([MHEE=IV>T)

® TLSURTHDREICIRUI=TZY ) > 7 DIEE % 8.

o EKESEENUTEESE CCrClZ80mL/mnDWEE L. AJIENRTIRETEZIEEL.
20mg KU 50mg DRSS 72 RN U S 8~ 24 BE% ICIRRIREEDE=I >
R o

o HERE TCrCl<80mML/MNDWRENVUBEEENHKRE E. IOBEED20mgs
50mgDIFSFARLTITL. LIBOIBE SR TEIET 5. LIEDIEERZ. JBREEEE
DHFIZEY) . AP R TITDCEBTEBRLEET Do

[FRhigS]

o ROREENE FRDIBEAAFIRSHA 72BN S, 18 1.5L X (3 2L OROFEKEAFR
S5EH16 48 BRI OB L. R5% 24 R k.

o SEEEVN(ITEESEDHERSI(C(F. I5ISEN CEEIRNERZ =,

O SEEEDWERE. FIIN—2AT1 > DRBEHNSVVRERSE(C(Z. SHIZOZELSEICREL.
FSRATH—TPDEBRE5EH#E,

— AT

11



0 IE=ETSEIEA
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| BmxEmagomcL |

BENEFHEEMEOMCLEBEZNREUVEAFIROT TIILFZ7EOABERSE 1835 (M20-075 5:88) &
O BENEEEMEOMCLBEEZNREUVEABNOT TILFZ7EOHBBAEIERER (1143 HER) (CH
WTEfESNZ. TLSICH T BRENKDOABTZLU FTRLET,
1. ¥)EAE: 20mg
2. HEEE 17N FZTEOHBICBV TS BB T TEHIE
3. FRHEE:
([MHEE=9U>7)
o XV ) 7 BOBERFHizSOEESIHED. WO CMRECFHRBEZEEL. RSEIBHICELTF
DEEZHIE. 1. BEBEN(EIN—ZATT1>OTIL7FZT)7Z>2ZAH60mL/min EKii Tdh
28 ) 2T DWEEE I DVWT(FEPINRA BB E TR,
OISR DIMABREFREICDVWTIFUA NIRRT HWERED R T(CIHUTRAE,

MR LR O E
E DR
RS OUAT 20mg R0 50mg DEEIE S S HEARONIESE
1580, 1851 6~ B . -
& 154 24 BRI &5l
_ BSET. B5%4. 8. 12. 2415EE B5a. 85 6B,
= ROMECIGDT 48 B5/% W5 A%
(FHR 5]
o 13 5BRE () 48 BERIRI S FHEDIE T 5B RIOKS I (1.5L 55 21) LT HBE(C 5L CEIRAICE
Bk EE .

o FREAIINIZEA 12 SERILAI0) 72 BERILIPNICIE 5 L. S S HGE IR,
O BURTDWERE. BICEEHRORRECE. SXTUN—LOREEHE,

[ AML ]

BAOBBREAZBEDENEBSBVRBBEDAMLEEERNREUVCABINRO 7L FOUEOHBERERR
EZEMAEER (M15-656588) . NOMEASI 976 EDHABRAERHRSENEREE (M16-043 58 (C
BVWTEESNTIZ. TLSICHT 2R EMNROABTZLL FICRUET .

1. ¥]JOREZE: 100mg

2. AEEE 7Y FOUVEOHBICAWLWTEIH BREIZEVEOHBICHBWLTIZ4BI T THIE

3. FRHEE:

([MKE=F>7T]

o S WEH (IR SAINUR 5 6~ 8RR ICBARBBEEDE-I T EEl. 7HF>FHAD
1B5400mg BIER, RAES I HADHEE600mg BZERIFIRS56~8. 24FR%(ICHRK
BRBEEOEZI) TR,

O KMIMATHFIRFIR. BMFERENBVESTERPIORE. R5FILIDHEEECFBRKERT
BREDEBEREBERBEOGREFEEIIRECHVTHEORT I FEIEHEL K
IHHE. BIIDFHREERE.

[Fhh1% 5]

® HMERFA 25X 103/ uLKmE e dELD. EROFTIL 7 DR EX IFBEMERIRESE CTHE,

O I SERBAI N OHIER (A RIREEZ T I > T ULaA S, REBIFIEORSP+92ROX (L5
IR K DKD e Z . SHIFDH1 R CE DV TR,



. I <; \/=\CLEXTA

| ERKR

EANEERIEBR N OVBNERTERICH T TLS ORBTRL. RREHELITICRUES,
*HEIF | MedDRA SMQIEEBBRIRIER S| (SeBli%%)

| CLL/SLL

| ACRVRITIHA

1) EIPERAREER
M20-353FHBRDA EXY XY THAFEICHN T, TLSIEFRBHSNELATURE,

2) /B5ERREAER
BO25323HBRICHITB TLSORBNR. REFHILTOBITT .

&2 BO25323HBRICH TS TLS DR (BHT —9)

AEHFAEXY X7 T H AR LR
(n=212)
FEIRGIE (%)
PER Grade 3t

TLS 3(1.4) 3(1.4)

Clinical TLS(CTLS) 0 0

Laboratory TLS(LTLS) 3(1.4) 3(1.4)
=513 1(0.5)
==]] 0
{AREE 2(0.9)
WE 0
T 0

%3 BO25323 HBDAFA+HE XY XY 7 HRBEH OWRE(CH 13 TLS OFIRIH (8517 —9)

i 3] RSN SRREFTOBM/ FHEN FHIORSNE
1 701€ i 2H/5H Bl
2 801C i 28/14H Bl
3 701% i 28/48 Bl
* KA SHIDFEDZH
| CLL/SLL | 17nF=THE
1) EREREER

M20-353FBRD1 TILF ZTHABACHS VLT, TLSIFRHOSNFELATLUR,

2) /B iR REAER
CLL30T1 HBRICH LT, TLSIBOHSNELATU

13



0 IE=ETSEIEA
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| CLL/SLL VYRS T

BREX(3E 5% CLL/SLL

1) EIERAREAER
M13-834 BN YFS 7 7 HFEE(Arm D) [CHVT. TLSERHSNFLATU

2) /@5 ERREAAR
1GO28667 &R
GO28667 FHERICH(T2 TLS DREBVRR. HRFHFUTOE) T,

&4 GO28667HERICH(TB TLS DFEITIKR (85T —9)

AEIHDYFS T (AR EE
(n=194)
FIRPIER (%)
£ER Grade 31 E

TLS 6(3.1) 6(3.1)

CTLS 1* —

LTLS 5 -
B8 4(2.1)
thit 0
{RE 4(2.1)
e 0
T 0

&5 GO28667 HERICH (T TLS DFEIZNFH (857 —9)

Fin 51 RSB SFEIREFTOBRL/ B FRIDIZSUNE

1 704€ S 18/18 T

2 601€ Sk 18768 IAEE

B 704€ g3 2H/3H8 IAEE

4 601% g3 28/5H AZE

5 601€ St 18728 AZE
168/2H

6 301% Sk 23H/3H ko
328/72H

*EEMICKL CTLS EMESNELIA. 2.1 BEBFHIRAEREE (TLS) [FRHEE - RE]ICHB TLS FRHBEREQIC TARNR S SN TUI.

2G028667 HEEMU'BFED CLL/SLLEEZMNREUVEXBIRU )Y X7 HABEHE [ bIEFER
(M13-3655%) DHESHBIF CBHT—9)
LTLS D Howard B# %Gz UTCIRRBREBEESR (3. AF+)YFI I TBITHRERT210410 124
(5.7%) . RS LRAFHI)YFIITHBEEEET188FIR6H4(3.2%). AEI+) VXY T 2HSHR
MR RERM T 243610 1441(5.8%) (C5RHENFELIZ. VD EF (1.5mmol/LiB) 1'% <. AKFI+) Y+
SN EATRSRERTIEGO28667 HEET 1046, M13-365RBT4FIICERHESNELI.



I ; =NCLEXTA

([ mEmxesmatomc. | GHIFETRD

1) EIPERAREER
M20-075HBRDT TN F =T HAFECHN T, TLSIFRBHSNELATUE,

2) /g B ARG BR
1143HBICHTBTLSORBERR. HREHIUTOBITY,

F6 1143HBRICHITBTLS ORBRIRNR CBAT—9)

AFI400mg+1 T IV F =T HAREE
(n=134)
FIR5125 (%)
2ER Grade 3 E

TLS 7(5.2) 6(4.5)

CTLS 0 0

LTLS 7(5.2) 6(4.5)
51 4(3.0)
=2 0
ARZE 6(4.5)
THE 1(0.7)
BT 0

K7 1M43HEBROEFI400mg+ 1 T FZTHABEBHOWERE CH TS TLS DRIREH (85

7—9)
Fim {331l BSHEHISERFTORL FHHEEL FEIDIRSNE

1 701% Bt 965*H.7H FEEL

2 701% S 1848 RE

3 80f% Bt 1H.8H REE

4 601t S 1838 RE

5 701% Bt 189 HE

6 601t Bt 28/4H REE

7 501% Bt 108/18 REE

*NRT LI 2R GRIEE DREET N THRELTVET,

15



0 IE=ETSEIEA

[ AML | THYFEILMA

1) BB AREAER
M13-834 D7 Y F IV HMEE(Arm O [LHVT. TLSIERHENELATUL.

2) EFFHRIEAER
M15-656 SERICH(15 TLS DHEEBRRELU T OB TT,

8 M15-656 FHBRICH TS TLS DFIRIKR

AEI400mg+7 5 F IR AR
BAEA NEA
(n=24) (n=259)
FIRGIEL (%) FIRBIEL (%)
2ER Grade 31 E LER Grade 3 E
TLS 0 0 3(1.2) 2(0.8)
CTLS 0 - 1(0.4) -
LTLS 0 — 2(0.8) -
B8 0 2(0.8)
gk 0 0
AE 0 3(1.2)
2 0 0
JETC 0 0

M15-65658BRDAFI400mg+7 S F V> B AR OBARABRE ICH VT TLSIFBHSNFLATUI,

3) /BS ER PRE AR

M14-358FERICHLT. TLSIFEROOSNELBATU,

[ AML | EmELISEUHA

1) ElFRHRIGEER
M16-043FHERICH(T5 TLS DREIRREFZLL FOBI T,

&9 M16-043 5 BRICH TS TLS DRI

16

AE600mg HERES I T E HARER
BEA HEA
(n=18) (n=124)
FEIRG1£ (%) FEIRGIEL (%)
£ER Grade 3 E 2ER Grade 3t
TLS 0 0 8(6.5) 7(5.6)
CTLS 0 - 4(3.2) -
LTLS 0 - 4(3.2) -
513 0 2(1.6)
== 0 2(1.6)
R 0 5(4.0)
W= 0 1(0.8)
T 0 2(1.6)

M16-043FHBRDAA 600mg HERES I HAREREDBAAEKRECHL T, TLS[EERHONE

BATUE,



2) ;B4 B PREBR

M14-387 FHERICHTB TLS DFEITIR . FIRFRIELLTFD@I T,

& 10 M14-387HBRICH TS TLS DFEIRIRR (BHT—9)

FE600mg HERESISE> THIEHAEHERE 9S>
(n=82) (n=92)
FEIRG1£Y (%) FEIRGIEL (%)
2ER Grade 3 E 2ER Grade 30t

TLS 2(2.4) 2(2.4) 3(3.3) 2(2.2)

CTLS 0 - 1(1.1) -

LTLS 2(2.4) - 2(2.2) -
5K 0 0
thit 0 0
R 0 0
wE 0 0
B 0 0

F11 M14-387HBROAF 600mg HEAE > I FE U HABEHDHRE ICHITB TLS DRIRLF

GBS T—9)
ia i3] RSBIH SRIRE TOBH/ HREH FHEIDBRSNE
1 801% Bt 28/16 ki
2 701% Bk 58/28 L

17
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| sk

e RENRHON/EGE. BULGLE (EERIGR. SRBRMIESERAIZFDRS. BMF) Z2T7OEE0IC.
ERDOETDETEREDREZ +RICRELTIES L,

o CLL/SLLERUBRXISEBMEDMCLICHEWVT, TLSARDONIZE(F. TERICRVARIDKRE. BES
T TCLIEE W,

| CLL/SLL ]

o NAIRSREGE. 2B EREUCRICBRTSHE(ICE. AFIRSHBRINUOASFBRAEFROTLS
DR DEFHER O FIEEZIT o TS W,

EERREREIRRUCHORESDER

REER B RHIRAE (RS

v

E3210% v HKT BF THANZAE

l

2 BERADIAEE

AFEFEEUAELANILRIZ
1EEMEEVRELANIV TS =B

*HELNIL
RELANIL AFID1EHRE
HELANL 5 400mg
HAELANI 4 300mg
RELANI 3 200mg
BELNI 2 100mg
BELNI1 50mg
HELAXILO0 20mg
RELANIL -1 10mg




I ; =NC & TA

| BRemagomcL |

o KAIRSHIE. AEFMEHIC 1 BELU EARUCEXISHIFRSHIC2BBU ERREUIZRICHERT S
503 ANEIRSHEBRINOASFEHERED TLS URTFHB R O FRHBEZIT O TS W,

EERREREINRRUCHORESENER

HFRER IS AR IR R Y
v
FIROWKR HKT BF THAIZARE
ABHFREIRFEDIATE
AZERERIUAELANILXIZ

1EREEVAEL NIV TRSZBEH

*HAELNIL
RELANL AFEID1EHRE
RELNIL 5 400mg
HELANL 4 300mg
HELNI 3 200mg
BHELNIL 2 100mg
BELANI 1 50mg
RELANIL 0 20mg
RELANI -1 10mg

FE#IBIAZ(IC100mg RBNDHENUELRHBG(E. 2B DR SPILEZRLTIZE 0,

19



0 IE=ETSEIEA

20

2.2 SEEE

| R

ENRARSER N O BN BRFRICH (TS BHIFIEES R DFARNR. YEFKREK(WDERZES) 2L

MIRULET . BEITHIRENDSHEEEREEEMedDRAEATE (PT) ZSLHLET .

*EEFHR | MedDRA EAZE
TESMIRIAMEE ) [ ESMEREHA ) T4F PERIBAME |47 PERMRAN | T SEBEST BRI AMIE ) [ REBAIIRAE ) [ BEALEROR AN | [BRRA | T4F
CPIRRLA M B |47 P EROMAMAERRER [1) >/ SERAME ] [1) >/ SEREORA TR IR AME ) RIMBR SO A TR M [AE 7 O > )
[AT Ny NEAN T RS AE ] M) REOR A DR MEREAME) [ B i AR 4 | MR AME ) [ 35 1| [ £ MIREUE S MedDRA
ver23.1 LIRS EABOEBICHL . [BHIDHI MM

[ CLL/SLL | AERYXITHA

1) EABR RS BR
M20-353ERDA XY AV T HBAREAICH (2B HINGHEESRORIBR L. YORBERILUTOE
V)Y,
#F 12 M20-3535RICH T2 EBEINFIRHES R O FEIRIK R
AEHAEXY XY T HAEEE
(n=10)
FIRBIE (%)
2ER Grade 31 E
EERIIFIRESR 8(80.0) 8(80.0)
FhEREGRA 5(50.0) 5(50.0)
YFhERRIAME 3(30.0) 3(30.0)
T PERRIAME 1(10.0) 1(10.0)
1) > INERRIAME 3(30.0) 3(30.0)
&l 3(30.0) 1(10.0)
M/ViRETREA 3(30.0) 3(30.0)
[0/ RS AMEE 2(20.0) 2(20.0)
B MmERRAME 3(30.0) 3(30.0)
B MmERERIA 2(20.0) 0
=1 1(10.0)
== 0
AZE 8(80.0)
HE 7(70.0)
BT 0




— AN

& 13 M20-353HBRICHVTAFI RIS E30BLUAICRR U EIMNFEIREESROI0B/™

EDYIOFEEREER
FEIRBIEL (%)
FEFAEED 1-90 91-180 181-270 271-360 361-450 =451
YERShHSOBEE (n=10) (n=10) (n=10) (n=10) (n=7) (n=0)
BEEHNFIRSESR 8(80.0) 0 0 0 0 0
YFohEREUR S 5(50.0) 0 0 0 0 0
YFRERRIAME 3(30.0) 0 0 0 0 0
FEMFPIRRIAME | 1(10.0) 0 0 0 0 0
1) > INERRIAME 3(30.0) 0 0 0 0 0
=i 3(30.0) 0 0 0 0 0
/) R ESGRS 3(30.0) 0 0 0 0 0
IV HiRRIAMEE 2(20.0) 0 0 0 0 0
BMmERRAME 3(30.0) 0 0 0 0 0
BIMERERL 0 2(20.0) 0 0 0 0

21



0 IE=ETSEIEA

2) S ERPREER
BO25323HERICH(72 BEINHIEESROAIRINR. PDEREEIUTOE) T,

# 14 BO25323HBRICH T3 B BEINHIBEHESER DO RIRIKR (857 —9)

AEHAEXY AT T HBE LR
(n=212)
FIRGIER (%)
£ER Grade 31 E
S EEINGIBSESR 154(72.6) 134(63.2)
FORERHAME 122(57.5) 112(52.8)
REVEIFPERRAME 12(5.7) 11(5.2)
FFoRERECRA 10(4.7) 9(4.2)
FERIER R AMIE 1(0.5) 1(0.5)
1) > INEREGRA 2(0.9) 2(0.9)
1) > INERRAME 2(0.9) 1(0.5)
=1 35(16.5) 17(8.0)
AEZOE VD 1(0.5) 0
[0/ VRS AMEE 51(24.1) 29(13.7)
M/ ViR ESRIAY 9(4.2) 4(1.9)
SRLINER R AME 1(0.5) 1(0.5)
B IMERREAME 12(5.7) 5(2.4)
BmEREGRIA 3(1.4) 3(1.4)
BE 18(8.5)
== 9(4.2)
AR 113(53.3)
e 35(16.5)
T 0

215 BO25323 HBRICH VLW THAIRRIRSE 30BLUAICHIR U= BEENFIRSESERNO0EHME
EDYIEFIRE (BHNT—9)

FIRBIE (%)

AEIHEBZED 1-90 91-180 181-270 271-360 361-450 =451

HoESHS5DOEE (n=212) (n=197) (n=184) (n=175) (n=149) (n=2)

BEEIHIEESR 127(59.9) 18(23.7) 5(9.1) 2(4.0) 2(4.7) 0
SFPERIRAME 82(38.7) | 29(25.0) 8(9.9) 2(2.8) 0 0
HE P OBRRIAME 8(3.8) 1(0.5) 0 0 0 0
SFoREREURIA 8(3.8) 1(0.5) 0 1(0.6) 0 0
FEMIERRIAME 1(0.5) 0 0 0 0 0
1) > INERESURIA 2(0.9) 0 0 0 0 0
1> INERRIAME 1(0.5) 0 1(0.5 0 0 0
=il 29(13.7) 2(1.2) 2(1.2) 0 1(0.8) 0
AEZOEVE 1(0.5) 0 0 0 0 0
I R AMEE 46(21.7) 2(1.3) 1(0.7) 0 2(1.7) 0
I ViRERIA 6(2.8) 2(1.0) 0 1(0.6) 0 0
MIERRAME 0 1(0.5) 0 0 0 0
BMmERiRIAME 7(3.3) 2(1.1) 2(1.1) 1(0.6) 0 0
BmERETR L 3(1.4) 0 0 0 0 0
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B <; =r\CLEXTA

| CLL/SLL | 17nF=Tmm

1) EAERAREL R

M20-353FEBD1 7N F 7 HAERECH (T 2B HIIHIEESEROFERKR. MRRREGLUTO®E!
T,

& 16 M20-3535ERICH T HBEBINHIEESR O FEIRIR

AEHA DN F =T HAE LR
(n=10)
FIR1E5 (%)
2ER Grade 3 E
SEEIIFIRESER 8(80.0) 5(50.0)
FREREURA 4(40.0) 2(20.0)
YFOOEREAMIE 3(30.0) 2(20.0)
> INERRIAMIE 1(10.0) 0
&I 1(10.0) 1(10.0)
/) ViRREAMEE 1(10.0) 1(10.0)
M/ViRETREA 1(10.0) 0
B IMERECREIA 3(30.0) 2(20.0)
BE 0
=211 0
IREE 3(30.0)
HE 1(10.0)
L 0

17 M20-353HRICHEVTEHRIRRIE 5% 30BUAICKIRL /-EREINHEESROI0BMET

EDYIOIFIRE
FIRIE (%)
FERAEED 1-90 91-180 181-270 271-360 361-450 =451
HoHESH5NOEE (n=10) (n=10) (n=10) (n=9) (n=9) (n=3)
EREHIFIRSEER 2(20.0) 3(37.5) 1(20.0) 0 2(50.0) 0
YFehIREURIA 0 3(30.0) 1(14.3) 0 0 0
YFehERIRIAMEE 1(10.0) 1(11.1) 0 0 1(14.3) 0
> INERRIME 0 0 0 1(11.1) 0 0
&am 1(10.0) 0 0 0 0 0
V) ViRRIAMEE 1(10.0) 0 0 0 0 0
V) VHRESGREA 1(10.0) 0 0 0 0 0
B MmERERIA 0 1(10.0) 0 0 2(25.0) 0

23



0 IE=ETSEIEA

2) S ERPREER
CLL30T1 HERICH (T2 BEMHESEERDFARINR. DEFRRLELUTOBE T,

& 18 CLL30115ERICH T3 BREMNHIRESR O RRINR CBHAT —9)

BEHA TINF =T HEAE LR
(n=106)
FIRHIEL (%)
£ER Grade 31 E
SRENHIESESER 59(55.7) 42(39.6)
FORERHAME 36(34.0) 30(28.3)
FRERECR A 11(10.4) 9(8.5)
FEVIFPERRAME 2(1.9) 2(1.9)
1) > INEREGRA 1(0.9) 0
&I 19(17.9) 3(2.8)
[0/ VRSB AMEE 12(11.3) 6(5.7)
M/ viRESRA 3(2.8) 1(0.9)
BIMmERRAME 1(0.9) 0
BE 6(5.7)
=] 0
A& 26(24.5)
e 10(9.4)
T 0

19 CLL301 1 HEBRICH LW TAFIR IR S#E 30 BLUAICHKIR U - B BENHIEHES RO 0B I &
DYIEFIRE GBHT —9)

FELRBIER (%)

FEHREED 1-90 91-180 181-270 271-360 361-450 =451

g SH5DBEE (n=106) (n=100) (n=98) (n=92) (n=87) (n=43)

BEREHNHIESESER 26(24.5) 18(24.0) 9(16.1) 6(13.3) 0 0
$FERIRIAME 6(5.7) 15(16.0) 9(11.7) 6(9.4) 0 0
¥ ohERERR 3(2.8) 4(4.1) 2(2.2) 2(2.4) 0 0
FEFEIFPERRAME 0 2(2.0) 0 0 0 0
1> INERERRIAS 0 0 1(1.0) 0 0 0
Bm 12(11.3) 3(3.4) 3(3.5) 1(1.3) 0 0
/) WRIRIAME 8(7.5) 2(2.2) 1(1.1) 1(1.2) 0 0
/)RR 1(0.9) 2(2.0) 0 0 0 0
BIMERRAME 0 0 1(1.0) 0 0 0

24



| CLL/SLL

BRI (3H;51%0 CLL/SLL

1) B ER REER

] YRS TTHE

M13-8345 8 Arm DICH (T2 EBEINHIEESROFERIN . YIOFEERERELITIDBEBITY,

20 M13-8345 B8 Arm DICH (T3 EEEHIHIBEES R OFERIKR

)Y+ T HEAERE
(n=6)
FIRGIER (%)
£ER Grade 3l E
EERIIHIEESER 6(100) 6(100)
FOREREAME 5(83.3) 5(83.3)
> INERRIAME 4(66.7) 4(66.7)
M/ MRRAMEE 3(50.0) 2(33.3)
51 0
gk 1(16.7)
AZE 1(16.7)
W= 2(33.3)
14 0

& 21 M13-834FERArm DICHEWLWTAHBIRIRRS5#E 30 BLRICHIR U - EEBHIEESRO 90H

Bl ENYICFERE
FEBRG1E (%)

FEGEESH S0 1-90 91-180 181-270 271-360 361-450 =451
B# (n=6) (n=6) (n=1) (n=0) (n=0) (n=0)
BEEINFIRSESER 6(100) 0 0 0 0 0

YFOhERRIAME 5(83.3) 0 0 0 0 0

1) > INERRIAME 4(66.7) 0 0 0 0 0

V) iRiRLAMEE 2(33.3) 1(25.0) 0 0 0 0

— AN
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0 IE=ETSEIEA

26

2) ;B4 B pREBR

GO28667 FERICH (T2 BEEHIHIEHESROFERINR. OFERREGLITOE)TY,

& 22 GO28667 HERICH T2 ERINFIRSESROFERINR (BN T —9)

BEIHIY X T HAEAR NG ARAFAHI)YF 7 T HEAE LR
(n=194) (n=188)
FIREIE (%) FIRBIE (%)
£ER Grade 31 E 2ER Grade 3L E
SEEINGIBSESR 146(75.3) 133(68.6) 1 17(62 2) 97(51 .6)
YFhERRIAME 1 1 8(60.8) 1 1 2(57.7) 83(44.1) 73(38.8)
FhEREGRA 1(5.7) 0(5.2) 3(6.9) 1(5.9)
HEMEITPERRIAME 7(3.6) 7(3.6) 9(10.1) 8(9.6)
1) > INERRAME 0 0 4(2.1) 1(0.5)
)2 INERESGRISY 3(1.5) 2(1.0) 0 0
M/ RIBAMEE 26(13.4) 12(6.2) 42(22.3) 19(10.1)
/)RR 3(1.5) 1(0.5) 8(4.3) 4(2.1)
=1 30(15.5) 21(10.8) 43(22.9) 26(13.8)
58 16(8.2) 26(13.8)
==]] 12(6.2) 8(4.3)
Y =4 98(50.5) 36(19.1)
= 21(10.8) 20(10.6)
FETC 1(0.5) 0

& 23 GO28667 HERDAHAI+)YF I T HAREHOHBRBE LSV THHIRRIZSE30EUA

ICRIRU-BBINFEIRSHESERND 90 B C ENYIERIRE (BHT—9)
FIZBIEY (%)
AFYCHESH 5D 1-90 91-180 181-270 271-360 361-450 2451
B (n=194) (n=190) (n=180) (n=176) (n=169) (n=164)
BERIHIRSESER 109(56.2) 22(26.5) 8(14.0) 3(6.1) 2(4.3) 2(4.7)
YFPERIRIAME 81(41.8) 22(19.8) 7(8.3) 4(5.3) 2(2.8) 2(3.0)
SPCRERERI 6(3.1) 3(1.6) 1(0.6) 0 0 0
FEMEIFPERRIANE 6(3.1) 0 1(0.6) 0 0 0
> INEREURIS 3(1.5) 0 0 0 0 0
I VIRREAMEE 14(7.2) 4(2.3) (1.8) 1(0.6) 2(1.3) 2(1.4)
) RESRIAN 2(1.0) 0 0 0 1(1.6) 0
=1 24(12.4) 1(0.6) 1(0.6) 1(0.6) 2(1.3) 1(0.7)




— AN

[ mEREmatomc. | GEIFETHE

1) EIPERAREER
M20-075HERICH T2 BERINHBLESROFABRR. MERREFUTOE) T,

& 24 M20-0755E8R(ICH T 5B EENHIBHES RO FEIRINR

AHFI400mg + 1 TN F =T HARER
(n=13)
FIRGIE (%)
2ER Grade 3l E
EERIIHIEESER 6(46.2) 3(23.1)
FERRAME 4(30.8) 3(23.1)
#Im 1(7.7) 0
/) \iRGREAMEE 3(23.1) 0
BMmERRIAME 3(23.1) 0
51 1(7.7)
=211 0
AZE 1(7.7)
W= 2(15.4)
4 0

25 M20-075BRICH VLW TAHARIR LI SE30BLUAICKIREL/-ERINHEEESEROI0E/™I

EDYIOIFEIRE
FEIRGIEL (%)

FEIGEZESHSD 1-90 91-180 181-270 271-360 361-450 =451
B# (n=13) (n=8) (n=4) (n=3) (n=1) (n=1)
EREHIFIRSESER 4(30.8) 0 1(25.0) 0 0 1(100)

YFRERRIAME 3(23.1) 0 0 0 0 1(100)

=1l 1(7.7) 0 0 0 0 0

) VIRGRIAME 3(23.1) 0 0 0 0 0

BIMmEKRAME 2(15.4) 0 1(25.0) 0 0 0
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0 IE=ETSEIEA

2) S ERPREER
1143HBRICH T2 BBIHBEERORERKR. MOFEREFLTOBE) T,

26 1143HERICH (T2 BEENFIFESROERKR (BAT—9)

28

AEI400mg+1 7L F =7 HRE A

(n=134)
FITGIER (%)

Grade 31 E

BEEIHIRHEER

IF PR
EFCPERAR

FEFMEIFPERRME

) > INBRRAME
#im

/) ViRREAMEE
M/JViRECEA
SRLIMEBR; R AME
BMmEREAME
BEIMERERL

53(39.6)

42(31.3)
1(0.7)
(1.5)
(1.5)
(9.7)
(12.7)
(0.7)
(1.5)
(7.5)

2(1
2
13
17
1
2
10
0

6.0)

thik

RE

23.1)

WE

(
1(0.7)

(

(

11.2)

SEC

YIQFERE (BHNT—9)

K27 1M4A3BBICHVWTHARRIESE30BUAICRKIRL B BEINHEESEROI0BEM LD

FEIRGIEL (%)
FEFOZESHSD 1-90 91-180 181-270 271-360 361-450 =451
B# (n=134) (n=124) (n=102) (n=90) (n=82) (n=80)
EREHIFIESESER 48(35.8) 9(11.3) 5(8.5) 6(11.8) 1(2.4) 5(12.5)
YFohERRIAME 34(25.4) 4(4.3) 2(2.8) 4(6.3) 0 2(3.7)
PFRERELRA 0 1(0.8) 0 0 1(1.2) 0
FEENIFRERRAME 1(0.7) 1(0.8) 0 0 0 0
1> INERRIAME 1(0.7) 0 0 2(2.2) 1(1.3) 1(1.3)
&am 14(10.4) 6(5.3) 2(2.2) 4(4.9) 1(1.4) 3(4.3)
/) VHRGREAMEE 19(14.2) (1.9) 1(1.1) 1(1.3) 0 3(4.2)
/) ViRECRA 3(2.2) 0 0 0 1(1.2) 0
MIERRAME 0 0 1(1.0) 0 1(1.2) 0
BmERRIAME 8(6.0) (1.7) 1(1.1) 0 0 1(1.4)
B ImERERL 0 0 1(1.0) 0 0 0




[ AML | rovEoimm

1) EIPERAREER
M13-834HBArM CICHT2BEHIHERRORERRR. DOFKREGUTOBEI T,

28 M13-834iBRArm CICH (T3 B BENHIBEES RO FERIR

FEI400mg+7H S F DU RR AR
%IE(;;'J%?I)(%)
2R Grade 33 E
BBEINHIBSEER 5(83.3) 5(83.3)
> INERRIAMEE 4(66.7) 4(66.7)
FEENIF PIRRME 3(50.0) 3(50.0)
BMEKRISME 3(50.0) 3(50.0)
P oRERiRLAME 3(50.0) 3(50.0)
I/ RN 3(50.0) 3(50.0)
/) R ER 1(16.7) 1(16.7)
BE 0
ik 0
RE 1(16.7)
e 0
e 0

& 29 M13-834ERArM CICHEWVWTHFEIRRIZSE 30EHLAICHIRLI-EINFIEESERND90H

B L nImsRE
SIRBI (%)
e I e~ N
BRITHESEFR 5(83.3) 0 0 0 0
1> 1 ERRME 4(66.7) 0 0 0 0
FEEMIFPERRAME 1(16.7) 0 0 2(66.7) 0
BMmEREAME 3(50.0) 0 0 0 0
SFPERIRIAME 3(50.0) 0 0 0 0
I/ iRGREAMEE 3(50.0) 0 0 0 0
0/ VR 0 1(25.0) 0 0 0




0 IE=ETSEIEA

30

2) EFRHEIEER

M15-656ERICH (T 5B HHIHIEESROFERRR. YORREROFPIRBOER I T OB T,

&30 M15-656 1R ICH T 5B EEINHIEHESR ORI

AHN400mMg+7 HIF U AHRREERE
BAEA SNEA
(n=24) (n=259)
FEIRGIEL (%) FEIRG1E (%)
PER Grade 331 E £ER Grade 3l E
BEENFIRESR 23(95.8) 23(95.8) 219(84.6) 218(84.2)
FEEEIFPERRIAME 19(79.2) 19(79.2)* 99(38.2) 99(38.2)*
YFOPERIRAME 9(37.5) 9(37.5) 110(42.5) 110(42.5)
SFREREURIA 0 0 8(3.1) 8(3.1)
SFOPERiR AN B AE 0 0 1(0.4) 1(0.4)
SFORERIR AN R 0 0 2(0.8) 0
| RREAMEE 13(54.2) 12(50.0) 117(45.2) 114(44.0)
I RESRIA 1(4.2) 1(4.2) 2(4.6) 8(3.1)
BMmERiRIAME 8(33.3) 8(33.3) 50(1 9.3) 50(19.3)
BIIERERI 0 0 11(4.2) 9(3.5)
=i} 5(20.8) 5(20.8) 73(28.2) 69(26.6)
AEZOEVES 0 1(0.4) 1(0.4)
> INERRIAME 1(4.2) 1(4.2) 7(2.7) 6(2.3)
> INERBURS 0 0 2(0.8) 1(0.4)
NIMERRIAME 0 0 6(2.3) 6(2.3)
BRI 0 0 2(0.8) 2(0.8)
MMERREIAMEE 0 0 2(0.8) 2(0.8)
BERIERRAME 0 0 2(0.8) 0
513 12(50.0) 102(39.4)
thit 1(4.2) 9(3.5)
7 ¢4 14(58.3) 110(42.5)
e 3(12.5) 22(8.5)
BT 0 0

*Grade 4 DFEHMIFPIFMEFEAAERET161(4.2%)  ABAERET2261(8.5%) HIRLEL,



I <; \/=CLEXTA

31 M15-656 SHERDAEI400mg + 75 F O U HABEBEOBARARBRE CH VLW TEAFIREES

# 30 BUAICHIRUI-EEEIHIRLESE RO 90 B C L O OFEIRR

SR (%)

TR R (r22) A S st e S B e
SEENHIRSESR 18(75.0) 3(60.0) 0 2(100) 0

FREVEIF IR AME 12(50.0) 3(27.3) 1(12.5) 3(42.9) 0

YFRERRAMIE 8(33.3) 1(8.3) 0 0 0

/) ViRREAMEE 9(37.5) 1(8.3) 0 2(20.0) 1(14.3)

M/ ViRESRIA 1(4.2) 0 0 0 0

BIMmEKRIAME 7(29.2) 0 0 1(7.7) 0

am 4(16.7) 0 0 1(7.1) 0

)2 INERRAMEE 1(4.2) 0 0 0 0

1 M15-656 SHERDHBRE (CH (T DIN—RF1 O H S ORIFHIEIFPEREI DT
-~ FEI+TFHYFIY
-0 PSR+ 7YVFIY

2.0
:'Z

7
& 154
54

(1 gg/L) 1.0

0.54

1Y

R—=2Z CID2 C1D3 C1D4 C1D5 C1D8 C1D15C1D21 C2D1 C3D1 C4D1 C5D1 CeD1 C7D1
C=Cycle; D=Day

AR 282 260 249 222 221 265 248 236 233 202 189 174

PHYYFIU(n)

141

TS+
FHYIFIV(n)

143 132 132 125 110 134 125 121 110 93 81 71

51

31



0 IE=ETSEIEA

[ AML | ERESISEUMA

EFFHRGRER
M16-043HBRICH (T ZEEHIHEBROERINR. MOEBEEROFPHRBOER U T OB T,

&R 32 M16-0435ER(ICH T ZBEENHIBHESR ORI

32

AHI600mg HEFE S IS A RRGAERS
BEA SEA
(n=18) (n=124)
FEIRMGIEL (%) FEIRGIEL (%)
2ER Grade 3B E EE = Grade 3 E
EREHIFIREER 16(88.9) 16(88.9) 102(82.3) 101(81.5)
FEMIFPERAME 9(50.0) 9(50.0)* 37(29.8) 37(29.8)*
YFhERRIAME 3(16.7) 3(16.7) 66(53.2) 66(53.2)
YFORERERRIAN 2(11.1) 2(11.1) 8(6.5) 8(6.5)
S ohIRiRIAM B AE 0 0 3(2.4) 3(2.4)
) VIRGRIAME 5(27.8) 5(27.8) 60(48.4) 60(48.4)
I iR ESGREA 5(27.8) 5(27.8) 3(2.4) 3(2.4)
BMERRAME 3(16.7) 3(16.7) 5(12.1) 5(12.1)
BMERELRIL 3(16.7) 3(16.7) 2(9.7) 2(9.7)
&l 2(11.1) 2(11.1) 39(31.5) 36(29.0)
1) > INERRIAME 0 0 1(0.8) 1(0.8)
1> INERESRIS 0 0 2(1.6) 1(0.8)
BEEEETS 0 0 1(0.8) 1(0.8)
FERIERIRIAME 0 0 1(0.8) 0
58 1(5.6) 33(26.6)
ohik 1(5.6) 5(4.0)
AE 6(33.3) 45(36.3)
RE 0 4(3.2)
SET 0 3(2.4)

*Grade 4 DFEEMEGFPIRIMEEBEARARERE TOF). HEARKERE TS (4.0%) FIRLELI,



I ; =NCLEXTA

& 33 M16-043BRDAAFI600mg HEAE S I SV HABE LB ODBAABRE LBV THRIRER
5 30 BUAICHRIREU/-BREHIHIEHES RO 90 HE C L O DIFIRER

FIRBI (%)
SIESHSOEE | Dy Lo | s 0|
BEENFIEhESR 14(77.8) 7(70.0) 2(50.0) 3(100) 2(66.7)
SRS REREE 8(44.4) 3(30.0) 0 0 0
SFCRERE 1(5.6) 2(20.0) 0 0 0
SFoEREUR 2(11.1) 1(10.0) 1(25.0) 1(33.3) 0
V) \RIEIAMEE 4(22.2) 1(10.0) 1(25.0) 2(66.7) 1(33.3)
/R 5(27.8) 3(30.0) 0 0 0
IR 3(16.7) 0 0 0 0
BMERERAL 3(16.7) 2(20.0) 1(25.0) 1(33.3) 1(33.3)
#m 2(11.1) 1(10.0) 0 0 0

B2 M16-043 EHERDEERE ICH T BIN—Z 51 2 H S OEZFNRIF IR DR

-~ KEIHERSEYYTEY
55 -0~ TSERHERAEYISEY
:'Z
¥ 201
iF
A
K154
#
(109/L)
1.0
0.57 T T T T T T T T T T T T T T
~R—2 C1D2 C1D3 CI1D4 C1D5 CID8 C1D15CID21 C2D1 C3D1 C4D1 C5D1 CéD1 C7D1
4
C=Cycle; D=Day
AAL+ 141 138 137 137 126 102 124 122 109 89 79 66 59 51

EREYISEY (n)
TSR+

68 66 63 63 60 46 62 55 41 28 20 17 16 14

ERgY95EY(n)

33



0 FE=EJ SEIEA

| i
| SRELE ]

o EANICIARE (MKRKEEF) 2170 TIZE L,

| CLL/SLL ]

® Grade 4ADIMREF M. Grade 3X(F4DIFPIEL . MDA ERHOSNZIHBEF. TEITIEVEEID
AR HEFETOTIZE L,

o RER 5%, 2BAMU EARELLRICBRATZHEICE. FAERSHBIINRUASHIBHCERKRO
TLSURT DBFHI RO FRHEEZIT o T<IEE L,

MRSHENRIRURORESOER

&S
-Grade 4DMiK= %
HIRSER (FohERRIA [VRRIAN R O INERRIAN 2 ER <)
+Grade 3X (34D M/ VRS
-Grade 3X(F4DFhERFAL

FIRDIRR ‘ ‘
REOHM1DEOES

!

Grade 1A TFXIER—RS 1 VIC
B9 % F TIRE

!

HErERURELANIV TR S Z B

Grade 3XIF4DIFPERFHADDRIRIC LD
BRrEHSI5S. BREEhHR ULEICERE

Grade (3 CTCAE(Common Terminology Criteria for Adverse Events)Ver4.0(CHEHLLET

*AELANIL
RELANIL AEID1EHRE
HELANL 5 400mg
RELANL 4 300mg
RELANIL 3 200mg
HELANRI 2 100mg
RELANIL1 50mg
HELANL 0 20mg
HELANIL —1 10mg

34



I ; =NC & TA

| BRemagomcL |

® Grade 4MIM&HM. Grade 3X (34 DF IR ERHSNIZBE(F. PRIV ARIDARE, HES
ETOTLIEE L,

o AEIR S5FAE%. AEEHEHIC 1 BEMU EAREUEE N (SHIFIRSHIC 2 BRI EREUZEICERT 55
HIZlE. AEIESHBERINA O RAEFMERCRAFRO TLS YR DOBFHI L O FHEBEZ 1T > TS0,

MRSENRIRURORESNER

Crade ML

-Grade e

FRER (GFPERRA RO VBRI 2R <)
-Grade 3X(34DEFhEKRIL

FIRDKR *

FEOMNF1EBEDSES

!

Grade 1TBIFREN—R5 1 VI
EHE T 3 3 TR

!

AEFEFAUABLANIV TRSZER

Grade 3X[F4DIFHIRFPDFEIRICKL D
RBRZHSIHE  BRIHER U RICER

Grade (3 CTCAE (Common Terminology Criteria for Adverse Events)Ver4.0 (CEHLLET

*HAELNIL
RELANIL AFEID1EHRE
RELAXIL 5 400mg
FRELNI 4 300mg
BHELNI 3 200mg
BHELNIL 2 100mg
BHELANI 1 50mg
RELANIL 0 20mg
RELANIL -1 10mg

FAS#IBIAR(IC100mg RBNDHENUELRHZE(E. AR D/ SPILEZRLTIZE 0,

35



0 FE=EJ SEIEA

| AML ]

® Grade 4 DIFPIEIA (FEk - REEDHFEERIDILY) . Grade 4DMIMREANERHOSNIZHZEIF. T
STV AFIORE. HEFZITOTIIET L,

$FopIfiEd . MIVRRD D RBEURORESEDER

-Grade 4DFHRERRIS
(FeEh-BREDFEZRDIEV)
RIRER Grade 40/ \iRiEA

I
v v

\ " BREREIESRN >
sl BEARERLAT 7O LSRT B85

! }

IFhERE AN EGrade 31U
. MIMREANEGrade 2

FHRAVICHRIEHAT S =
LTICEET3FTHKE

MEREEBRORSEME BE%EKE L
HELNIL TS ZER

36



BELIRIRUET,

M15-65635% = 7HIFIUHA

M16-04355% (BRESISEHA

Grade 4 OIFPERREID (FEF - BREUEDBFEZRDELY)

(1)

EERERE] : FRIDOAEE. FE. R5DIERFTOREN.

m
=

EFRERNROABEFEEFFZITTLIRV (RE, BHER
U TR o

ERRENRIOABEFEEFFRITTLIRV (KRE, BHER
U TIREH#ID) o

(2)

B ZEREDTE (3) [CERHEULBVREIR  (AFET S, OiE

BRIAFFMERCAELNIL TS ZBHT %,

S

KU1V 1 LARE

HEXTEFPERE (LU RTANC]) A*500/ uL Lt (Grade 314
PICOETZIET. XEHR&I14BEOLITNHNENH
FTHEL, KERICFAUAEUNILTRSZERT 2.

K OLTIW2DBICHEICTBEZBATHERITS
=]

ANCAH'500/uLLl E(Grade 3L ICE@E T 2F TR

U, KEFAERICAELNILTCIRSZBRT 2.

S YA LR
ANCAHY500/uLll E(Grade 3LUF) ICEIE T 2 TR
U, KERIEFCHELNILTIREZBHY 2,

S YA IV 2LRERICHICT BEZEBATHRT S
=]

ANCHY500/uLll E(Grade 3LUF) ICEIE T 2&F TR

U, KERIEBICHELNILTIREZBHY 2,

() B EMED 2EELUEORIRT. hOLUTORYERCTES | AET 5. OERIFIESHBZERL RS ZE

M9 2,

S

R UATILILIEDORIRT. BRERSDODPEIR(F
ERENELT R5E

ANCAH'500/ uLLlE (Grade 3R ICEETBHF T, X

FRER14EBEOVITNARVHFETHREL. R5HE%

‘t\‘%éo

(F28BHBYAIILDS5®RSHE%Z 21 BRET DI EN

Skt YA 0L 3LIREDRIR
ANCAH'500/ uLLL E(Grade 3LUF) ICEE T 2F TR
HID, H5BR%E28BEY A IILDS5RSHBL
UHEZLUTDORIICEETBIENTED,

- 5B RS RSB 21 BEICER

- 2R IR GHIEZ 14 BEICIEE

- BIRE AEZA400mgNEE. RE5HEIE14H

&

Grade 4 QOI/\ifEA

(1)

BERHERE] : ARIDMAEE, FE. R5DIERFTOREN.

0
B

BEHENRIOREZFELEIIRITTULGRN (RE, HER
L TIRSHE) o

BRERAORAERERELRITTLRN (RE, B2
U TIRSHER) o

(2)

B EREDTE (3) ICHBULBVHEIR  AFET 2, BERIINENLAUAELNIVTRSZERT 3.

S

M/RED' 50X 10°/ uL U E (Grade 2 F) ICEET D
FT. XEFRET4BEOVINHNREVHE THREL. K
ERIEBICABLANILTIR5ZBHT %,

M/I\iREED 25X 10°/ uLL_E (Grade 3LUF)ICEHET S
FTHEL, RERICACAELNILTIRSZERI 2.

(3)

Fﬁﬁ?%o

B EREO 20BLEOHRIRT, D OUTORGZERLITES | AET 5, OERIFIZFSHMZERLTIRSZE

s

K UALTIL3LBORIRT, BRERSODIXIE
EHERELTBEE

M/ \WREHY 50X 10%/ uL Bk (Grade 2L F) ICEEY %

FT. XEFRET4BBEDODVINHEVBEETHREL, &

SEMRZEI28HEUAVILDS5S5HEZ21HEE

TBHIENTES,

i 0L 3LUEDHIR
I/)\RELH 25X 10%/ L Lk (Grade 3UF)IC@ET S
FTUET D, BSERREF28HEBYA2ILDOBES
HENOBEZUTDLIICEEITDIENTES,

- 55 RS 1R S5 EIEE 21 BEIChEE

- 2R 1R 5HIEE 14 BEICIaHE

- B3R AEE400mgNEE. REHBEIE 1488

a. BRICIHZAERMIC B MRS & L IREE (MLFS) 22 6.

M o oL exTA

o AMLZNREUIZERNERRE RN OBNERER(CH VW TEESNZ S EINHIFIRRCH T R AEDA

37
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38

23 RiSYE

| FHisE

CLL/SLL. BRXEFEEMHDOMCLETAMLERRELZENRRIRR VBN ERTEBRCHLTRESN
REYEICH T DRERNRONBZLL NCRUET

HERE RRE(CXT T BREXR
T < INERRIAMEDEIE>
[ ] BRPRENICEER ) > /NBEAME (BHifR RO THRR) N HIR T 2 OREIE DN 5 5. iR
GP28331 %82 (GkiaE) RICHEGIZE. ERAOHM UL BEENOHEEOBRRLE. W0
M13-834 S8R (FR (S84 1) [CZa—FESRAFARRICHIT S FREXNT Do Fic. EYMBEIEROITRENEIC
Arm D ’DMT’@E#@”Z)O
| AML ]
M16-043 5HER
M14-387 sHER
[ CLL/SLL ] <$FPERRIAME DEIE>
SFPERRAMIE (C R W RRRAE MBI T B OTREIE AN B0 TFREKIBIAME(HRZRICEZ
M20-353 588 (Ria%0) FUTU. GCSFETHRTBoEN T, BROHRABDSNCEEE
BO25323:8 (RiAR) DEFATHRT 2o
GP28331 558 (Ria%)
CLL3011 545k Riak)
114258 CRigE)
| CLL/SLL ] SEORIETD>
BRARMICHERIBE. D7ILAM,. BEENCHEEOREIE. W Zi—F
M20-353 58 (GR:aE) ?2?7\@%( CN@“%?Bﬁ%%ﬁﬁﬁké\c—_c‘:b“?% % (RYIMEE(FH DTJREMEA'ER
BO25323 5188 (GR4H) SN2HEEF. BIFSNBEBRNRIHIRSN SO H Do TDIzH. Za1—
V=] - . N
GP28331 :E (Fam) EVRAFARPETBREEL T, BRNGE=YU >V ERBICRBLZ LT b
GO28667 SHER(FR (F8E4 D CLL) 'J)i|\7°'J\L\ - AT Ff\:ﬂ\/\\—lb/ﬁﬁumﬁﬁﬁ@\%ik‘:ﬂé)o %f:\ NEEF
BN EBEEEL TV — L RERIDEAZRETT BRICIF. EYBEIERIC
| AML | | SucheszT 3.
M13-834 8%
Arm C
M15-656 FHER
M14-358 5HER
[ ST ] <BEIFFRIT I ZAOEEHEEFR>
BEUFFR I L ADEEMHALISH U TV T IIL AED FRHIR SHIRE BB ELD

GO28667 FHER(BFEN (3&Ea1ED CLL)

TLBEBCHITIE. FHOICEETHEN TS,

<BMRBHE (V1L ADEEELE2ST) Fr>

[ Sl | | BRREROUXI BV ERECH T, R ASCONTRST
CLL30T1 U8R G ) ) CHBRO PRI 55T 5 EH T B,
114258 (GRAR)

([ mmxesmagomct |
M20-075 58
1143558

CLL/SLL <COVID-19 IN>F2yT7=EELE) FrE>

[ | | SARS-Cov- 28 53 Bl RRENAIET I (B): mRNA, FEigi

M20-353 5(5% (RiEH) DANANRTI— IVNTEFTIAZYNIE ZDVITF DD HERTEL

PRV 20— 7 BB (SR SR ICEIET 2 EN TE D,




— AN

| ERKR

ENERREHBRROENERERICH T IRPERES R DREIRR R, VIOFRRE FOFHREESH) 2T
mUFET . BREEDOESHEEER(EELMedDRAEARFE (PT) L& LFET
*EEHIR | MedDRABERIAS BIBAER VS ERE]

| cLu/siL | sesvxeTm

1) EAERARE R

M20-353 BDF LY XY T HABECH T 3HMAEBEEROEBRR. DERREIUTOEY
(<

34 M20-353 5 ERICH [T D RRERHESR D FEIRINNR

AEHAEY XY T HRE LR
(n=10)
FEIR1E (%)
£ER Grade 3l E
RRERESR 9(90.0) 0
COVID-19 3(30.0) 0
HIREER 2(20.0) 0
COVID-19 8¢ 1(10.0) 0
Bk 1(10.0) 0
BRI 1(10.0) 0
[ER 1(10.0) 0
BEPIR 1(10.0) 0
OBEAILNRZR 1(10.0) 0
BGR 1(10.0) 0
BEUFFREEME 1(10.0) 0
wikaEs 1(10.0) 0
51 0
== 1(10.0)
=S 4(40.0)
HE 1(10.0)
BT 0

39
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35 M20-353HBRICH VW TARREIRSE30BLUARICRIRELU/-RAEMESROIOBE L

DOYIOIFEIRE
FEIRBIEL (%)

FEFAEED 1-90 91-180 181-270 271-360 361-450 =451

YESHSHOBEE (n=10) (n=10) (n=10) (n=10) (n=7) (n=0)

RAERSEER 2(20.0) 2(25.0) 2(33.3) 3(75.0) 0 0
COVID-19 0 1(10.0) 1(11.1) 1(12.5) 0 0
COVID-19Hmik 0 0 0 1(10.0) 0 0
BiEX 0 0 1(10.0) 0 0 0
BEPYR 1(10.0) 0 0 0 0 0
BRUFFAEEE(L 0 0 0 1(10.0) 0 0
HIREZ 0 0 0 1(10.0) 0 0
_EIREER 0 1(10.0) 0 1(11.1) 0 0
OFEAILRZR 1(10.0) 0 0 0 0 0
Fifise 0 0 1(10.0) 0 0 0
BRI 0 0 0 1(10.0) 0 0
[ER 0 0 0 1(10.0) 0 0

40



2) ;B4 B PREBR

BO25323FBRICH T D RERAEBNES R DFEIFIN . FIDFERREGLITDOBITY,

& 36 BO253235ERICH VT 2FI ERIRUI-BRRERLESROFERINR (85T —9)

BHHAERY X7 7 AR
(n=212)
FEIRG1£8 (%)
2ER Grade 30t
FERRERESR 116(54.7) 41(19.3)
Bk 16(7.5) 9(4.2)
ERERS 16(7.5) 1(0.5)
LIREER 16(7.5) 0
[IEXR 13(6.1) 2(0.9)
SuER 11(5.2) 2(0.9)
PREGREGE 11(5.2) 1(0.5)
FREE 9(4.2) 0
B SRR 8(3.8) 1(0.5)
BYImAE 7(3.3) 7(3.3)
TRUBRR 6(2.8) 1(0.5)
fERER 6(2.8) 0
OEALNRZR 5(2.4) 0
BEERW 5(2.4) 2(0.9)
R 4(1.9) 2(0.9)
A7NI 4(1.9) 0
IREERN 4(1.9) 0
HEEERS 3(1.4) 0
BER 3(1.4) 0
B e dn e 2(0.9) 2(0.9)
BN 2(0.9) 0
=120 2(0.9) 0
= 2(0.9) 1(0.5)
1 AEBBR 2(0.9) 0
NIRRT )N AR 2(0.9) 0
PR 2(0.9) 1(0.5)
OFEERRE 2(0.9) 0
IRIEIERZE 2(0.9) 0
8RN 2(0.9) 0
HaE 2(0.9) 1(0.5)
FPRES MBS M AE 2(0.9) 2(0.9)
IKEFFREE 1)L AR 2(0.9) 1(0.5)
RIS 2(0.9) 0
V- 40(18.9)
thik 8(3.8)
R 31(14.6)
e 1(0.5)
(14 8(3.8)




0 IE=ETSEIEA

& 37 BO25323HERICH VW THRIRRIZSE I0BHLUAIC 26| L ERIRU I RRAERES RN 90
HEZ EOYIERIRE (BHT—9)

FEIRBIER (%)

FEHRAEED 1-90 91-180 181-270 271-360 361-450 =451

YIEESHSHBH (n=212) (n=197) (n=184) (n=175) (n=149) (n=2)

RPEREER 60(28.3) 24(16.7) 13(11.4) 13(13.5) 0 0
[ER 3(1.4) 2(1.0) 3(1.7) 4(2.4) 1(0.7) 0
BEERN 1(0.5) 1(0.5) 3(1.6) 0 0 0
TERRN 4(1.9) 2(1.0) 0 0 0 0
EEaEREmA 2(0.9) 0 0 0 0 0
TN 0 0 2(1.1) 0 0 0
B 0 0 1(0.5) 1(0.6) 0 0
A= 1(0.5) 1(0.5) 0 0 0 0
REERRR 2(0.9) 0 1(0.5) 0 0 0
=N 0 2(1.0) 0 1(0.6) 0 0
1IN REBBER 2(0.9) 0 0 0 0 0
ANIRZIA ) ARG 1(0.5) 0 0 1(0.6) 0 0
HIAEE 4(1.9) 2(1.0) 1(0.6) 2(1.2) 0 0
=2 3(1.4) 0 1(0.5) 0 0 0
127NIY 1(0.5) 0 0 2(1.1) 1(0.7) 0
TRUERR 3(1.4) 1(0.5) 0 2(1.2) 0 0
Pk 1(0.5) 0 0 1(0.6) 0 0
LIREERN 3(1.4) 8(4.1) 3(1.7) 2(1.2) 0 0
OFEERSE 1(0.5) 1(0.5) 0 0 0 0
OFEAILNRR 5(2.4) 0 0 0 0 0
IHEER 1(0.5) 2(1.0) 1(0.5) 0 0 0
R 5(2.4) 3(1.6) 3(1.7) 2(1.2) 1(0.7) 0
IR 2(0.9) 0 0 0 0 0
EREIR PO 4(1.9) 4(2.1) 0 1(0.6) 1(0.7) 0
82K 1(0.5) 1(0.5) 0 0 0 0
BYIE 2(0.9) 1(0.5) 0 1(0.6) 0 0
HISHERN 1(0.5) 1(0.5) 2(1.1) 2(1.2) 0 0
ERERR 4(1.9) 6(3.1) 4(2.3) 2(1.2) 0 0
PREBEZ 5(2.4) 4(2.1) 1(0.6) 0 0 0
Bl{SREE 0 1(0.5) 1(0.5) 0 0 0
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[

CLL/SLL

1) EERARE R

M20-353FBRDT T I F =7 HBEECH TIBRPEBEER ORI, POHEREGLITOE)T

ER

] 1 TNF=THE

# 38 M20-353 R ICH T HRRIEMES RO FEIRINN

B+ T WNF =T HEARER

(n=10)
FIREIE (%)
PER Grade 31t
RFRSESER 6(60.0) 2(20.0)
COVID-19 2(20.0) 1(10.0)
FEER 2(20.0) 0
RN 1(10.0) 0
OEh> 9 fE 1(10.0) 0
IHEER 1(10.0) 0
FEER 1(10.0) 0
SRR 1(10.0) 0
AERE S 1(10.0) 0
MO EEHRIREAE 1(10.0) 0
JTUE 1(10.0) 1(10.0)
BS R 1(10.0) 0
58 1(10.0)
=211 0
AE 3(30.0)
e 1(10.0)
BT 0
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39 M20-353HBRICH VW TARREIRSE30BUARICRIREL/-RAEMESROIOBE L

44

DOYIOIFEIRE
FEIRBIEL (%)

FEFAEED 1-90 91-180 181-270 271-360 361-450 =451

YESHSHOBEE (n=10) (n=10) (n=10) (n=9) (n=9) (n=3)

RRERSEER 0 2(20.0) 3(37.5) 1(20.0) 0 0
FERE 0 0 0 0 1(11.1) 0
COVID-19 0 0 1(10.0) 0 0 1(33.3)
FERRN 0 0 1(10.0) 0 0 0
RN 0 0 0 0 1(11.1) 0
MOEEARIREE 0 1(10.0) 0 0 0 0
EIR 0 0 0 2(22.2) 0 0
OEh> V9 0 1(10.0) 0 0 0 0
TR 0 0 1(10.0) 0 0 0
BEER 0 0 0 1(11.1) 0 0
B 0 0 0 0 1(11.1) 0
BISRR 0 0 1(10.0) 0 0 0




2) ;B4 B PREBR

CLL301 1 FBRICH (T DRRIMERNEE R D EIIN . FOFERRGLITD®BI T,

40 CLL301 1 SHERICH LT 2 FILL ERIRU 1= RRAERSESE R O FEIRIKR (8SHT—5)

AE+ T INF =T HEAE LR
(n=106)
FEIRMGIEL (%)
2ER Grade 3 E
R ESER 64(60.4) 18(17.0)

PREBRRZ 17(16.0) 2(1.9)
LRERR 13(12.3) 0
iiiAd 11(10.4) 7(6.6)
R[EZR 8(7.5) 2(1.9)
fERER 7(6.6) 0
IEEE 6(5.7) 0
BERER 4(3.8) 0
L IHEER 4(3.8) 0
MEEE 3(2.8) 0
OOBEAILRR 3(2.8) 0
SR 3(2.8) 0
Rk 3(2.8) 0
HEEERR 2(1.9) 0
BiaX 2(1.9) 0
HwEZ 2(1.9) 0
R 2(1.9) 2(1.9)
17N IH 2(1.9) 0
TRIERR 2(1.9) 1(0.9)
OEH> 9 E 2(1.9) 0
RUBRR 2(1.9) 0
mtkR 2(1.9) 0

514 13(12.3)

thik 5(4.7)

RE 14(13.2)

wE 1(0.9)

SET 2(1.9)
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F41 CLL301 1 EHBRICH VLW THRIRIZIE 5% 30 BLUAIC 2 BILL EFIRU - RRERHESRND 90 H
B EDYIRRREER (BT —9)

FEIRBIER (%)

AEMHFARED 1-90 91-180 181-270 271-360 361-450 =451

YIEESHSHOBH (n=106) (n=100) (n=98) (n=92) (n=87) (n=43)

RPEREER 34(32.1) 16(22.9) 8(15.1) 5(11.9) 1(2.9) 0
PREBRRZ 6(5.7) 4(4.3) 3(3.4) 4(5.1) 0 0
ERERR 5(4.7) 5(5.3) 0 2(2.4) 1(1.3) 0
iitd 5(4.7) 2(2.1) 1(1.1) 1(1.2) 2(2.5) 0
[EZR 0 4(4.0) 1(1.1) 2(2.3) 1(1.2) 0
HERREN 2(1.9) 2(2.0) 3(3.2) 0 0 0
IREERN 2(1.9) 1(1.0) 1(1.1) 2(2.3) 0 0
[dyand 0 3(3.0) 0 0 1(1.2) 0
LIREERN 1(0.9) 0 2(2.1) 0 1(1.2) 0
MESE 1(0.9) 1(1.0) 1(1.0) 0 0 0
OBEAILANRR 1(0.9) 1(1.0) 1(1.0) 0 0 0
SR 0 1(1.0) 1(1.0) 1(1.1) 0 0
HERER 2(1.9) 0 0 0 1(1.2) 0
RIEEERR 0 1(1.0) 1(1.0) 0 0 0
B 0 0 1(1.0) 1(1.1) 0 0
HEE 2(1.9) 0 0 0 0 0
R 2(1.9) 0 0 0 0 0
17N IH 0 1(1.0) 0 1(1.1) 0 0
TRUBRR 1(0.9) 1(1.0) 0 0 0 0
OfEH> 25 E 1(0.9) 0 0 1(1.1) 0 0
B 2(1.9) 0 0 0 0 0
RtR 2(1.9) 0 0 0 0 0
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| CLL/SLL | uyrs=TE

BHEX(IHSMED CLL/SLL
1) EIRESERELER
M13-834ERArM DICH(T2RAEEEBRORBTNR. NEHELSUTOE) T,

F42 M13-834 5 BRArm DI(CH T B RRIERIES R O FIRIAN

Y37 T HAE LR
(n=6)
FEIRBI% (%)
£ER Grade 3B E
RFRESER 3(50.0) 2(33.3)
SR 1(16.7) 0
[EZZR 1(16.7) 0
FERRR 10(16.7) 0
RN 1(16.7) 0
TiREE 1(16.7) 0
170V 1016.7) 1(16.7)
FRE AR 10(16.7) 1(16.7)
21 1(16.7)
thik 0
AZE 1(16.7)
= 1(16.7)
T 0

& 43 M13-834558Arm DICHWTHAIRIRIZS%E 30 BLAICKEIR U BRERESRND90H

BT EDYIEFERE
FEIRGIER (%)
FEIGEESHSD 1-90 91-180 181-270 271-360 361-450 =451
B# (n=6) (n=6) (n=1) (n=0) (n=0) (n=0)
RPERSEER 2(33.3) 1(25.0) 0 0 0 0
AT NI 0 1(16.7) 0 0 0 0
HHE AN 1(16.7) 0 0 0 0 0
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2) ;B4 B pREBR

GO28667 FBRICH T DRARAEBHES R DFEFN . FIEFERREGLIFDBI T,

& 44 GO28667 HERICH T2 FRAEREERDREITINR (BHNT —9)

BEIHIY X T HAEAR NG ARAFAHI)YF 7 T HEAE LR
(n=194) (n=188)
FIREIE (%) FIRBIE (%)
£ER Grade 31 E 2ER Grade 3L E
ERALFRSESER 145 (74.7) 35(18.0) 1 16(61 .7) 43(22.9)
RER 43(22.2) 3(1.5) 29(15.4) 2(1.1)
SREEN 22(11.3) 0 0(5.3) 0
[EZR 20(10.3) 0 3(6.9) 0
Bk 8(9.3) 12(6.2) 22(11.7) 15(8.0)
IS EER 8(9.3) 3(1.5) 5(2.7) 1(0.5)
B8 40(20.6) 45(23.9)
=211 5(2.6) 6(3.2)
Y =4 46(23.7) 18(9.6)
A= 1(0.5) 5(2.7)
FET 4(2.1) 4(2.1)

45 GO28667 SHERDAFHI+)Y Y T HAREHOHRE LS L TAAIREIRSE30BLAIC

FIRUI-RRERESERO 90 HE C YO FRIRE (BT —9)

FEIRBIEL (%)
FEHEIZSHESD 1-90 91-180 181-270 271-360 361-450 =451
B%1 (n=194) (n=190) (n=180) (n=176) (n=169) (n=164)
RIYERSESER 68(35.1) 37(30.1) 12(14.8) 8(11.6) 8(13.1) 12(23.5)
Rk 9(4.6) 3(1.6) 1(0.6) 2(1.2) 1(0.6) 1(0.7)
LRiEmR 16(8.2) 8(4.6) 8(5.1) 2(1.4) 1(0.7) 8(6.0)
BISRER 4(2.1) 5(2.7) 2(1.2) 3(1.8) 0 3(2.0)




— S

[ mEREmatomc. | GEIFETHE

1) EIER ARERBR
M20-075 HBRICH T EBAMERESRORRRR. PORREILTOB) T,

46 M20-0755BRICH [T D RRAERHESR D FEIRINNR

AHN400mg+1 TN F =T AR EE
(n=13)
FIRIE (%)
2ER Grade 3 E
RYERSESER 7(53.8) 1(7.7)
RERE R 3(23.1) 0
BifisR 2(15.4) 0
Hho TR 1(7.7) 0
BEX 1(7.7) 0
FIREE 1(7.7) 0
RN 1(7.7) 0
IHEEN 1(7.7) 0
BQIMEE 1(7.7) 1(7.7)
FREER 1(7.7) 0
B5E 1(7.7)
== 0
AREE 1(7.7)
e 1(7.7)
T 0

F47 M20-075HBRICH VL THRIRRIESEI0BUAICRIR U= BRRERESROIOBMIE

DY) OFEERER
FEIRGIEL (%)
FEIYOZSHSD 1-90 91-180 181-270 271-360 361-450 =451
B# (n=13) (n=8) (n=4) (n=3) (n=1) (n=1)
RPEREER 5(38.5) 0 2(66.7) 0 0 0
ho DT RRER 0 0 0 1(33.3) 0 0
BiER 0 0 1(25.0) 0 0 0
wRES 1(7.7) 0 0 0 0 0
BERER 1(7.7) 0 0 0 0 0
IFEER 1(7.7) 0 0 0 0 0
R 1(7.7) 0 1(25.0) 0 0 0
BRINFE 1(7.7) 0 0 0 0 0
B 2(15.4) 0 0 1(33.3) 0 0
LERERS 0 0 1(25.0) 0 0 0
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2) S ERPREER
1143 HBRICH T ZRPEDEBRDFARINR. DEFRRRELUTOBEI T,

&48 1143HBRICH VT 2HI EFIRUI-RFYERESR (BT —9)

FEI400mg+1 T INF =7 HREERE
(n=134)
FEIRBIE (%)
2ER Grade 33 E
RREREER 95(70.9) 39(29.1)

fiiisk 24(17.9) 17(12.7)
LRERRE 23(17.2) 2(1.5)
COVID-19 20(14.9) 7(5.2)
PREBERZR 14(10.4) 2(1.5)
BISHER 11(8.2) 0
LIREER 8(6.0) 0
OEAILRZ 8(6.0) 0
[EZR 7(5.2) 1(0.7)
PRERN 7(5.2) 1(0.7)
EREIREC 7(5.2) 1(0.7)
HERERN 6(4.5) 0
COVID-19#fi 5(3.7) 5(3.7)
R 5(3.7) 2(1.5)
PR MERRR 5(3.7) 0
TR 5(3.7) 0
fcaw) 4(3.0) 0
=N 4(3.0) 0
17N IH 4(3.0) 0
MEEE 4(3.0) 0
OEh> 5% 4(3.0) 0

B gk 4(3.0) 2(1.5)
[EZHHT AN F I RE 3(2.2) 2(1.5)
hoennNgy—is 3(2.2) 1(0.7)
EaR 3(2.2) 0
HIREE 3(2.2) 0
HREER 3(2.2) 0
JTUREZR 3(2.2) 0
IEEER 3(2.2) 0

2R 3(2.2) 0
1) AR 3(2.2) 0

TR AR 2(1.5) 0
JOZN) T LRGN 2(1.5) 1(0.7)
JORNIZ I L - F4T1 LR 2(1.5) 0
= 2(1.5) 0
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— M

FHEI400mg+1 TIF =7 HREERE
(n=134)
FEIRBIEL (%)
2ER Grade 3 E

ZhIfE 2(1.5) 0
FLERS 2(1.5) 0
OFEEmR 2(1.5) 0
hER 2(1.5) 0
ERER MR 2(1.5) 1(0.7)
IREMRE 2(1.5) 0
[EIEZTR 2(1.5) 0
PRES MR E 2(1.5) 2(1.5)
1 IR LSRR 2(1.5) 0

58 38(28.4)

thik 10(7.5)

REE 51(38.1)

e 13(9.7)

14 6(4.5)

R4 1M43HBICHVWTHRRRIZSE30BUAIC2HIL ERIBURRERESEROI0HE
CEDYIBFARE (BHT—9T)

FEIRGI£ (%)

FEIOZSHSD 1-90 91-180 181-270 271-360 361-450 =451

B#1 (n=134) (n=124) (n=102) (n=90) (n=82) (n=80)

RIYERESER 44(32.8) 19(22.9) 9(17.0) 7(17.9) 0 16(61.5)
Rk 5(3.7) 3(2.5) 3(3.1) 3(3.7) 1(1.4) 9(13.2)
ERERG 6(4.5) 5(4.2) 3(3.3) 2(2.6) 2(2.9) 5(7.6)
COVID—-19 0 0 0 1(1.1) 19(23.8)
PREBRRZR 3(2.2) 3(2.5) 0 4(4.6) 0 4(5.4)
BISHER 3(2.2) 3(2.5) 0 0 2(2.6) 3(4.1)
LIREERN 2(1.5) 0 0 2(2.3) 0 4(5.3)
OFEALNRZ 4(3.0) 1(0.8) 0 1(1.1) 0 2(2.6)
[EXR 1(0.7) 3(2.4) 0 1(1.1) 0 2(2.6)
YRERN 0 1(0.8) 1(1.0) 2(2.3) 0 3(3.9)
B 3(2.2) 0 1(1.0) 1(1.1) 0 2(2.6)
RN 1(0.7) 1(0.8) 2(2.0) 2(2.3) 0 0
COVID—1958MH% 0 0 0 0 0 5(6.3)
R 1(0.7) 0 1(1.0) 1(1.1) 0 2(2.6)
PRI R 3(2.2) 0 0 2(2.6)
JTUER 1(0.7) 3(2.4) 0 0 0 1(1.3)
jcam) 0 0 2(2.0) 0 0 2(2.6)
=1 0 1(0.8) 1(1.0) 0 0 2(2.6)
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(F49 DIE)
FIRGIE (%)

FEHERSHSD | 1-90 91-180 | 181-270 | 271360 | 361-450 >451

B (n=134) (n=124) (n=102) (n=90) (n=82) (n=80)
12INIY 0 1(0.8) 1(1.0) 0 101.3) 101.3)
MEEE 100.7) 0 2(2.0) 0 1(1.3) 0
OREH> Y95 4(3.0) 0 0 0 0
R 0 1(0.8) 0 2(2.5) 1(1.3)
i;fng'Z’\”" 0 1(0.8) 0 0 0 2(2.5)
g;éto“""”_ 2(1.5) 0 0 0 0 1(1.3)
Eaw 2(1.5) 0 0 0 1(1.2)
BikEE 2(1.5) 0 1(1.0) 0 0
IREER 0 0 1(1.0) 0 1(1.2) 1(1.3)
Tz 0 0 0 1(1.2) 2(2.5)
B 1(0.7) 0 101.1) 0 1(1.3)
8% 1(0.7) 0 1(1.0) 101.1) 0 0
1 L R 1(0.7) 0 1(1.0) 0 0 1(1.3)
MU 0 0 0 0 0 2(2.5)
éj'jcé; WIDA 1(0.8) 0 0 0 1(1.3)
20 {"Bljggi;‘ "o 0 1(1.0) 0 0 1(1.3)
BB 0 100.8) 0 0 0 101.3)
EHE 1(0.7) 0 1(1.0) 0 0 0
FLERK 1(0.8) 0 0 0 1(1.3)
O R 0 0 0 0 2(2.5)
hE 100.7) 0 0 10.1) 0 0
SERRE AT 0 100.8) 0 0 0 1(1.3)
IREYRZE 1(0.7) 0 0 1(1.1) 0 0
SETETH 0 0 0 0 0 2(2.5)
PREZM4EBIMAE 1(0.7) 0 0 0 0 1(1.3)
é;”’zﬁiﬁﬁ 0 1(0.8) 0 0 0 1(1.3)




[ AML | rovEoimm

1) EIER ARERBR
M13-834HEBAM CICHITDBMERMEBRORRNR. PORREILITOEI T,

50 M13-834 i BRArm CICH (T2 RFERESROREIRIKR

AEN400mg+7 5 F O UHREEE
%I,éri;ﬂ%?l)(%)
== Grade 3 E
RRAERSEER 5(83.3) 4(66.7)

YEERK 1(16.7) 1(16.7)
Frhike 1(16.7) 1(16.7)
LIREERN 1(16.7) 0
IHEEN 1(16.7) 0
ik 1(16.7) 1(16.7)
BE MR 1(16.7) 1(16.7)
BRInFE 1(16.7) 1(16.7)
LERERG 1(16.7) 0

51 2(33.3)

thik 1(16.7)

1REE 1(16.7)

e

SET

#&X51 M13-834FERArM CICHVTHHIRIRIZSE 30HLAICHR UL RRERES RO 90 B

CENYOFERE
FEBRGIE (%)
somesssomn | (% 0 gm0 e s
RRERESER 3(50.0) 1(50.0) 1(100) 0 0
BRI 1(16.7) 0 0 0
FRk 1(16.7) 0 0 0
HIREER 0 0 1(33.3) 0
IHEER 1(16.7) 0 0 0
Fifise 0 1(25.0) 0 0
BE4AmR 0 0 0 1(50.0)
BUmIE 0 0 0 1(50.0)
RiER 0 (25.0) 0 0 0




0 IE=ETSEIEA

2) EIFRHRIGIER
M15-656 SERICH 1T DBAERHEERORRRT. MERRKILTOE T,

52 M15-656 SHERICH [T D RRAERHES R D FIRIAN

AEN400mg+7 S F I AR REER
BAEA SNHEA
(n=24) (n=259)
FEIRBIEL (%) FEIRBIEL (%)
2R Grade 34 E 2ER Grade 3B E
RRFERSESER 20(83.3) 12(50.0) 219(84.6) 168(64.9)
i3 6(25.0) 5(20.8) 59(22.8) 51(19.7)
LREER 2(8.3) 0 24(9.3) 5(1.9)
BumnyE 2(8.3) 2(8.3) 16(6.2) 15(5.8)
OBEAILANRR 2(8.3) 0 15(5.8) 2(0.8)
BREEN 2(8.3) 2(8.3) 14(5.4) 6(2.3)
OEH> 29 IE 2(8.3) 0 14(5.4) 1(0.4)
IBEER 2(8.3) 0 7(2.7) 2(0.8)
FORNITIL « Fa T LR 2(8.3) 0 4(1.5) 1(0.4)
HIAEE 2(8.3) 0 2(0.8) 0
RSN 2(8.3) 1(4.2) 0 0
FFi=% 2(8.3) 1(4.2) 0 0
55 6(25.0) 156(60.2)
o)k 0 24(9.3)
L E S 8(33.3) 112(43.2)
e 0 7(2.7)
T 0 26(10.0)

#&53 M15-656 HERDAAEI400mg+7 'L F I U HABEEBHOBAABRE LBV THAIRERS
# 30 BLAICHIBUL BRRERESER MO 90 BE C L OYEIFERR

IR (%)
R (r22) -20) P A 1)
RUERSESER 14(58.3) 1(11.1) 3(50.0) 2(66.7) 0
B 2(8.3) 0 16.3) 2(14.3) 1(10.0)
B 2(8.3) 0 0 0 0
SRR 1(4.2) 0 0 1(6.3) 0
RGN 1(4.2) 1(5.0) 0 0 0
RS 0 16.0) 16.9) 0 0
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EFFHRRER
M16-043 HERICH (T DRPEREERORRRIR. OFERE ST OB T,

54 M16-043 5 BRICH T D RRERHESROFEIRINNR

AEI600mg HERES IS HABERE
BAA SIEA
(n=18) (n=124)
FEIRBIER (%) FEIRGIER (%)
2ER Grade 3 E 2ER Grade 3 E
RRFERSESER 10(55.6) 4(22.2) 82(66.1) 57(46.0)
i3 5(27.8) 3(16.7) 26(21.0) 22(17.7)
[NEXR 2(11.1) 0 0 0
OFEAILNRR 2(11.1) 0 7(5.6) 0
OEH> P9 iE 1(5.6) 0 7(5.6) 1(0.8)
BEEN 1(5.6) 1(5.6) 1(0.8) 0
IBEER 1(5.6) 0 1(0.8) 1(0.8)
FEEBERFENIL R 1(5.6) 0 1(0.8) 0
TRk 1(5.6) 0 0 0
JORANIVI L » T4 71 LKER 1(5.6) 0 1(0.8) 0
MO EHIREE 1(5.6) 0 0 0
IR ERARAE 1(5.6) 0 0 0
=514 4(22.2) 49(39.5)
ohit 2(11.1) 15(12.1)
AE 2(11.1) 26(21.0)
w2 0 3(2.4)
T 1(5.6) 20(16.1)

55 M16-043HERDAFI600mg HERES IS HABESHOBARARBRE ICH VLW TERIRERIE
5 30 HUAICHIRUI-BAERES R D 90 A C L DFOFERR

FIRGIER (%)

T 1-90 91-180 181-270 271-360 2361
ez S (n=18) (n=10) (n=4) (n=3) (n=3)
RIYERESER 5(27.8) 5(50.0) 2(50.0) 2(66.7) 2(66.7)

Fifiské 2(11.1) 2(20.0) 0 0 1(33.3)
BRI 0 1(10.0) 0 0 0

55



0 FE=EJ SEIEA

56

| sk

© BRFEDIMERDFRHSNIEEICE. MEERSESOTRBEDRBZIRET L TIES L,

| CLL/SLL ]

® CLL/SLLIZBWT. Grade 3X(F4DIFMABHHENROOSNIBE(F. PRICHWAFIDKRE, BESZ
FToTLIES LY,

o NI SRBE. 2B ERREUCRICBRTSHE(CIE. AFRSHBRIINUAEFEAEFROTLS
YR DEFHE RO FIEEZIT o TS L,

JEMRS 1 (TLS ZIR<) A RBULBOREENER

Grade 3XI[34DIEMAE= 4
Sl (TLSER<)
RIBDIRR Grade 1A TFRIERN—RS5 1 VIC
E{ET % X TIAE
AEFERUAZELUANILT
BS5=EH

Grade 3 CTCAE(Common Terminology Criteria for Adverse Events)Ver4.0(CHEHLLET

*HELNIL
RHELANL AEI018RE
RAELANIL 5 400mg
RELANL 4 300mg
RELANIL 3 200mg
RELANI 2 100mg
RAELANIL1 50mg
HELANIL 0 20mg
BELAL —1 10mg




I ¥ \/ENCLEXTA

| BRemagomcL |

O BEN(IHEMDOMCLIZHWLT, Grade3 X (34 DIEMABRFMEHNBHESNIZIBEE (. FRRITREWVLARIDAK
B OHEBSETOTIEEL,

o KEIZ SRR % . AEHIEHIC 1 BB EARRUIZR N ISHEFIR SHIC 2 BRI HRRUZR(ICEEYT 515
BICIE FEBIESEBRINROBEMEHEFARO TLS U AT OBFHAE O FHEB AT o TI/AT W,

FEMBS M (TLS ZIR<) A RIBLEBORESODBER

Grade 3XI[34DIEMFES M4
S (TLSER<)
FIRDIRR Grade 1TATFXR[EN—ZS5 1 VIC
E{ET % TIARE

|
|

!
: —'

AFRIERUAZLANILT
#5Z8BH

Grade (3 CTCAE(Common Terminology Criteria for Adverse Events)Ver4.0(CEHRLFET .

*HAELANIL
RELANIL AFID1EHRE
AELANIL 5 400mg
HELANL 4 300mg
RELANL 3 200mg
BHELNIL 2 100mg
BELNIL 1 50mg
RELAXIL 0 20mg
RELANI -1 10mg

FE#IBIAR(IC100mg RBNDHENUELRHBE(E. AF DR SPILEZRLTIZE 0,
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© TMDERE =TT SEUERE

| BRI

EANEERIEBR N OVBNEERTER(CH T2 TR ORI, RREHELITCRUES .
*EETR | MedDRAEAEE

[ CLL/SLL | AERVXITHA

1) EABR RS BR
M20-3535EBDAE XY XY THABEICHS VT, IEEED TR IFICERHESN. 2 TR (TS
nxELiz,

HBFHADRE[R/IVE. &RAME]F58.08[44. 751 TUTz, Fio. FftHARA ESTTIREAER (S 261 2
fFcanl). pRIEIR/IVE. RAIE]F149.08[7. 291]TU7

2) ‘B BREREHER
# 56 BO25323HERICH T3 TRIDRERINR (BSHT—9)
FRH+AEXY XY T HARAR
(n=212)
FEIRGIER (%)
2ER Grade 31 E
THI 59(27.8) 9(4.2)

-3 2(0.9)
thik 1(0.5)
AZE 11(5.2)
e 2(0.9)
A m 0

BO25323HBOAE + A XY AT T HABEF QYOO MROHERFHAPRE [FR/IVE. FKIE]
58.08I[1. 356]TUL7,
Flo, FRHBOPRE [FR/IVE. &AfE](E4.08[1. 380] L1,
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I <; =rCLEXTA

| CLL/SLL | 17nF=Tmm

1) Bl ERAREER
M20-353HBDT 7L F T HABACBN T, FFEROTRN4BIICROENELIZ 551 HITHRE.
1HITREICEY. PIEAIFSERHENELATU,
HIRISIDRIE (BB, BAEE187.58114. 3381 TUT. Ffo. MR SESTATRELAERS 3
BI3HTHY, PRE[B/VE. BAME]$8.08[8. 284]1TUI,

2) ;B ERREIER
& 57 CLL3011EBRICH T2 TRORERERR (BHT—9)

AR+ TNF I AL
(n=106)
FEIRGIEL (%)
2ER Grade 3 E
T 54(50.9) 11(10.4)

=5): 3(2.8)
thik 5(4.7)
RE 12(11.3)
e 11(10.4)
SET 0

CLL30MTEHBRDAEF +1 7 INF 27 HABEEFOVDO FRORRFHADRE [FR/IVE. &AE] E
106.58I[1. 381] Tl
Flo. FRMEOPRE [R/IVE. BRAE]E13.5H[1. 741]TU7
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|

CLL/SLL

BREX(3E 5% CLL/SLL
1) Bl ER AREAR

| vyrszIHmE

M13-8345HERArM DICH LT, FEBED TN 2HIICERDHSNELIZ, WINEIREPIE KE BB

FEST . FFIFFTSNE LI,

RIS RER/IVE. &AMEIF128011. 131 TUR. Fo. AR ESoIaEaiES (3 1411 4
THY). pRE[R/IVE. &AfE]F20H[20. 20]TU,

2) g BRARELER
#58 GO28667

HERICH1 B TRORRIRR (8545 —9)

AEIHIYF I T AL R LRAF )X T HEAELR
(n=194) (n=188)
FEIRBIER (%) FEIRGIER (%)
2R Grade 3l E 2ER Grade 3 E
TH 77(39.7) 5(2.6) 31(16.5) 2(1.1)
=514 2(1.0) 0
thit 1(0.5) 0
AZ 9(4.6) 0
w2 1(0.5) 0
A m 0 0

GO28667 AERDAK+)YF Y 7 HRAZERICH(T20E0 TRORIRIFHADRE [R/IVE. RAE]
(F95HI[1.716]TLk. F/z. FiciBEOPRE [R/IVE. RAEIE11HI1.732] L,
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[ mmematovmc. | GEIEETHE

1) EAERFREL R

M20-075BRICHENT. FEEDTRN6BIICROOSNELIZ, DB 1HITREICEN. SHICHVTE

AllFircnE Lz,

HIBFFHADRB[R/IVE. &AMEBE]F27.08[2. 1401 TUTz. Fo. FtHARBA LS OIREAERE 3613

HcHl). pRER/IME. &AENF3.08[1. 34]TlLTz,

2) B R REHER
59 1143HBRICH T2 TRORERIRR (BHT—9)
AEI400mg+1 T WF =T HAEEER
(n=134)
FEIRBIEL (%)
2R Grade 2 Grade 3B/ E
TH 87(64.9) 37(27.6) 11(8.2)

514 2(1.5)
thik 4(3.0)
RE 24(17.9)
e 10(7.5)
SET 0

1143HBROAF 400mg+1 7 INF =T HAREBOYLO FRIOFERSAPRE [R/IVE. FAE]E

39.08[1. 1545]TUL7%, &z FnfBOPRIE [F/ME. &AE]F6.58[1. 1343]TL7,

[ AML FHYF O

1) EAERAREER

M13-834FEBRArM CICHWVT. FEEEDTHIA 1 IICBHON. AEI(FHmSNELI,
FIRGH(E3 8. KB 7HTUE,

2) EIFRHERIGHER
760 M15-656 FERICH T3 TRADRRRR

BHN400mg+7HOF I AR LR
BAEA SNEA
(n=24) (n=259)
FELRGIE (%) FEIRGIEL (%)
£ER Grade 3 E £ER Grade 30 E
TR 11(45.8) 1(4.2) 106(40.9) 12(4.6)
58 1(4.2) 5(1.9)
thik 0 1(0.4)
1R 0 5(1.9)
e 0 0
B 0 0

— AT
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M15-656 FHERDAAE 400mg+7 2 F IV HABEDBAEANECH T39O0 TRIOFRRFAPRE
(BB, RARMEIES5H[1. 292]. ABEABETE 2181, 7151 TUL. Foo BRABICH (TS5
HEOPRE [&/ME. &AEIF28I1. 4] HAEAZBFTESHIT. 376]TUL7,

[

| EmECISCIHA

EFFHE R
K61 M16-043 5 ERICH T TFRIDFEIFIR R
AFI600mg HERES 9T A EEE
BAEA HNEA
(n=18) (n=124)
FEIRGIEL (%) FEIRGIEL (%)
2ER Grade 3 E 2ER Grade 3t
TH 5(27.8) 0 42(33.9) 4(3.2)
5 0 1(0.8)
thik 0 0
AZE 0 2(1.6)
WE 0 0
T 0 0

M16-043FHERDAEEI600mg HERE S IV HABREDBARABICHT2DO MRDFERIFHHRRIE
[BIME. &RXE]E26H1. 154]. HEAZBFTE26.58I[2. 4671 TUT. Flow HRABEICHT 25
HBOPRE [FIVE. &AME]E58I1. 59] AEAZFTE48I01. 1481 Tl

ELES

O NN HEONDZENHDINDT. BRZTHICITL. BENRDOONTEBEICIEABI DR SZRIET D74
ELBYBABEZEITOTIEES L,

® CLL/SLL. BENXEHEMHDOMCL. AMLOBEERARICHITE TROIMEEF. FICHRESNTLERA
TUT,

® M20-353 58 (FBED CLL/SLL) DA EXY AT T HBEEAICH W T MIZFEIRE L 3FDORAEE LT,
WINEITBMEAERIRSINEL,

® M20-3535 88 GRIBEBDO CLL/SLL) D1 7 IILF Z T HABEAICSVW T MRERIRLIZ 48O EEL T,
2BIFMBREDIRE N L. 1HIEETARNTFUDIANERIRS SN, 1H/(EFORTIRROZIVBMOA
HRRSSINELU.

o M13-8345BBAM DEFEXFEEMDOCLL) (CHVWTTIRZRIBULZ2HIF. BN EELTEY
BMeA IR SEINELI,

® M20-0755HER (BRNFEBMHDOMCL) CBWT MRZFRIELZ6FIOXEEL T, 16EORTINE
OIVBMEA. 168IEOXRTIRERUCETARNTTFUIANHBIRSSINELZ, 460F. ORTIR(2
Bl) . SVYBMORUEAT7TILIVRO(E 1) henZn&#ElkssnE LIz,




O ERFREBRISSR o vencil

CLL/SLL ]

4.1

| HERY X T HARERROILBREE - o GEIRTTHD

R0 CLL/SLL EBERREV ALY AN T AR ARER/ 1 71V F =7 AR AR

BEDCLL/SLLBEERNRE VAR NOF EXY AV T HARER RO ERIRELE - [RABEZLT

([CRUET,

62 KBEDCLL/SLLEEZHREUVIEAFIRUFERXY AT T HABEERBROERIREE - (RN

B
M20-353 5%
- iWCLLE#E (2008) P (CEDEZBBNNE CHDEEMINIEREED CLLY(FSLLESE
- 65 EDBE. X(FCIRSCROAT7H 6BELL(ECrClEA70mL/min K@D 20-64 mDES
BIR | - BRRED 1.5cmBOAET R/ EiREzE I 2EE
B | . CLLICEEERET255%ZRE. ALTe. ASTTRUMEUILE A ULNED 2,018 T TH2EE
- CLLEBETEF. R7U—Z278D ALC A 5,000cells/ uL KimDIBE . s2RBFD ALCHY5,000cells/ uLAET
HBDEEERT DBEDT —INUETHD
- CLLAST7 7Ly I NHUADEEEIRARH SN DEE ()79 8RR (501 >/ VBRI MHK)
- IVMNO—ILAROBSRZEAMEB MY FRBHEIWORAMEEE T 585
ETHSREDBMETE I ERE
- PREBRRADREN RSN EE
- CLLRUSSLLLSA O BIESE DI REEE § 585
- Child-Pugh D $8ICE D= IRIEEBIMEHD DEKRA Child-Pugh D877 ABRIEC DR EEEEZ 5T 558
- fEAANFTIONALNICIZED N FBERNEMOFREEZE T 2EE
ooy | 27 NO—LARBDARERR. NYHAIDHEEEDFBIE U< [FVED DSR2 DB DERFRIVICE RS
EE DEEEET2EE. NEHEAANBIOABMUAIODEERE. FALERMED UL ER2EEEEFOBEREET
2EBE
- REERDBEL A DBRENHIREINS CIRS ERICLVFHESN/ZBLDES/SBZEREEZAIT7H4THS
BE
LT OER RS UIZEE
P IEREDYIOIESHT7 BLADEW RO PIEED CYP3ABRSEINUFHEH
PEREDOYOR S IHRNSEARINEA TNFZTDRET TETOTL—STIL—Y TL—TT)—VE&
fB. MM NFRI—=T)L—Y DIBE
» UL T7I)URIFEZFDEY I KIETE (phenprocoumon2&) (R BHURERE
BO25323 (5%
- IWCLLE% (2008)P [CEDSBBENUE THDEZMSN. NDOHFEZEE T2 18Wm LT, EHmFEN6H
B#ETHIREEDCLLES
mR CIRSCZO7A 6 BXIFCrClaA 70mL/min FimDEE
g_ﬁ - CLLICEERERT 2Ba%RE. SBEILE> . ALTEROAST A ULNED 2 BTN Tohl . +OBFFEEEEE TS
BE
< A7)—=Z27 8O ALC"H5,000cells/ uLEKBDBE . s2HIEFD ALCH°5,000cells/ UL ETHBZ &R
IHBEDT—INNETHD
- CLLAST7 7Ly 7 NHUADFE BEERIR A RO SN DEE (79 —ERE 3F] >/ BRI BITRK)
- PRAEHERAA DR BHBER 2 (CrClan 30mL/min=Kil) NSRS Nz BE
ETHLSREDBRIER O BREEEOBEREE I 2EE
- RHEBEDBEL DA DB SHHBRENS CIRSCERICKWFHiS N/ @4 DiEE/ BEREERI7H4THS
) S
B - OVNO—-IAROBCREMESMEE MY (3R N/ WRMEEE T 28RS
LT OER RS UIZEE
P IEREDYIOIZSHT7 BUAISRWRUTRED CYP3ABRSHIRUFESA
P ERBREOYIEIRSH 3BMARUOARFRESHE R L—FTI—Y TL—FTIN—Y&ER, 9191, X
([FRY—=T)L—Y DIEEY
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—_— K

GP28331 &R
IR | - iwCLLE#(2008) P (CEDECLLEEZMSNZ 18 UL EOBREISE S . X(EFABEDCLLES
B | - ECOGK PSHTLUITDESE
- EfEE MR iEEZ (RS
BEBRSIRI3ELAIC. CLLUADEEHEORUEREDEIEREET 58S
- NYHAIDWEREDFE T ELL EDIDMBAEZE I 5EE
- IRO—IILAROBEREESMEEMX FrE M WA EZE T 088
BR9Y | - tDBCL-2 77392 /N7 ERERIC LB IVIMRAMENDEXGHIEDEIEFEZE T 58S
BE | - DTOERERSUCES
P IBREOYILORSHT 7 BUAICHER SEOBN EALIZATOR
SBERROYIERS 7 BEIHNS DLT SHIISE 7 £ TIS58LWROTIZE D CYP3ARESEI R U EHS]
P EBREOYILRSHI 3 HUAROFAERSHEPICIL—FIN—Y. TL—T7IN—V&B. 9191, X
[FRY—=T)L—YDEEL
a. 17pRK/TP53ZE=H I EEHHEAANTEETH DI
b. Hallek M, et al: Blood, 111, 12: 5446-5456 (2008)
c. CIRS=HFEEREH
d. CrCl=7L7F =207 2 A
e. ALT=72=Z 073 /KNSR T7o5—8
f. AST=7RNNSF VBT /NG A T15—C
g. ULN=2Z£&0H R
h. ALC=")>/ SBR#EXTEL
i

CNHL=3ERDF 21>/ 8

. NYHA=New York Heart Association

. ECOG=Eastern Cooperative Oncology Group
. DLT=HEHIRE 14



— S

|AERY X7 T HERERROBERA—E GERATTHN

1) Bl ERRAREER
M20-353ERDA XY AV T HAEAICS VT, 28I ERBULBIERZTIIRLET,

#&63 M20-3535ER T2 HILL ERIRL/-EItEA—&

BERIKXSDE(SOC) FEI+AEXY XY T HEARER
BAEE(PT) (n=10)
(MedDRA Version 26.1) FEIRBIEL (%)
£E1EA 9(90.0)
MBS L) > INREE 2(20.0)
=il 2(20.0)
S PERRIAME 2(20.0)
BEEE 6(60.0)
THF 2(20.0)
B 4(40.0)
—f% - EREESITIRSEMIOIRE 2(20.0)
BRIk 2(20.0)
ERPRIREE 6(60.0)
bF CPERBURI AN 4(40.0)
[/ HREURI A 2(20.0)
B MERECRIA 2(20.0)
2) iBH ERIREHER

BO25323FBRICH VT BARE (PT) T10% LU ERHBUIZBERZL NIRULET,

& 64 BO25323HBROAR+FHEXY AT T HABEEHICSWVLTPTT10% U LRIBLIZEIERA—&

CBAT—9)

BERIKXDHER(SOC) FEI+AEXY XTI HEEER
BAZE(PT) (n=212)
(MedDRA Version 21.0) FEIRBIEL (%)
£E1EA 154(72.6)
MBS L) > INRES 117(55.2)

S hIKRANE 102(48.1)

/)RR AME 23(10.8)
BiEEE 58(27.4)

A 31(14.6)
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66

| T70FoJHARERROELBIREE - RNBE (A7LF=THA

BEDCLL/SLLEBEERNREUVEABINOA TN FZTHABERBRO T LRIREE - RAEEZDITIC

mUET.
FK65 FKABEDCLL/SLLEEEZWNREUVERBFIRUA TINF T HABEERERO TR IREE - (RS
M20-353 558>
- iIWCLLEHE (2008) P ICE D EBENNE THDEZHSNIERABEDHAA CLLYI(FSLLES
BIR | - 65 EMEE. NIFCIRSCZOA7A6BELLILCrCleA 70mL/min KiED 20-64 EDEE
BE | - RRENM.ScmBOAIETRER ) /NEREE BT 555
- ECOGe PSH0-2 D
BRS4 | - CLLY(FSLLODBERN H2EE
B | - iR RINAOFENER SN TV DSBS
CLL3011 8%
- iIWCLLEHE (2008) P I(CE D EABENNE THDEZRISNIEZENED CLLY (FSLLESE
BIR | - 65 EDEE . NIECIRSCZOA7A6BELLIECrCleA 70mL/min KiED 18-64ENDEE
B | - RREN.5cmBOAIET AR INERE I 585
- ECOGe PSH0-2 D&
eoy | CLLX(ESLLDBEREN HDEE
E.’é N 7pRAXRIETPSI3ERAEE T BHEE
- PRI RIRE X S 79— D RN H2EE
11425882
BIR | - iWwCLLE# (2008) P ([CEDTABENNE THBEZM SN CLLYI(ISLLES
B | - RREN.5cmBOAIE DR INEREEH I 58S
B9 | - CLLZIESLLDBEFEA HDES
B | - OBRUESNO/ X(E )79 —ERROBEREEE T ERE

a. 17pRK/TP53ZEZE T Z[EDHEAANTRETH DIz
b. Hallek M, et al: Blood, 111, 12: 5446-5456 (2008)
C. CIRS=H17ERIEEL

d. CrCl=7L7F =>7U73> X

e. ECOG=Eastern Cooperative Oncology Group

f.17p=

17 BREEER



— AT

|17 F=JHARERBROBER—5 (FTNF=TiHH

1) ElPERARE AR
M20-353 BN T F =T HAEAICS VT, 28I ERRULBIERZTICRLET,

#&66 M20-3535ERC 2 HILL ERIRU/-EITEA—&

FEFIKXSIEE(SOC) AEI+H TNF T AL
EAFE(PT) (n=10)
(MedDRA Version 26.1) FEIRBIEL (%)
£E1EA 9(90.0)
MBS L) > INREE 4(40.0)
U PERIRIAME 3(30.0)
BiEEE 6(60.0)
B 4(40.0)
T 3(30.0)
BRPRIREE 7(70.0)
Y CPERBURI A 4(40.0)
B MERECEA 3(30.0)
EEHS LUK TS 3(30.0)
FE 3(30.0)
2) ;B BREREHER

CLL30T1EBRICEWV T BAEE (PT) T10% LU ERHIBUIZEMERZ FIIRUET

#&67 CLL301 1 EHEBRDAF+1 TN F =T HABEHICSVLTPTTI10% U ERIRULEIERA—E (B

H7r—9)

B/ERIKXDHER(SOC) B TNF I HEEER
BAEE(PT) (n=106)
(MedDRA Version 23.0) FEIRBIEL (%)
£E1EA 72(67.9)
MBS L)V INRES 38(35.8)

UF CPERBIAME 31(29.2)
SRS 36(34.0)

A 25(23.6)

D 13(12.3)
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| 170 F =T HRRERROSEFHM BIRFERE) ETNF=THR

1) /BSERPREER
CLL30M HERICHITB. 360nR740—7y BB mOLEFHROMEEU TCRLET .

B3 CLL301 1S BRICH(T22EFHR (BIREHEIER. 36 0B 740—7 v @BirlES) GBHNT—9)
%) chlorambucil*'+7# EXW X7 D' B LB

EAREE
o “—»._{ PR {ERENE

90
80
thREREE
70
60

50

OpRERIHFHD

40
30
20
ERICoxt /N —RE#2: 0.462(95%Cl : 0.269-0.791)
0 -| BHHARITRIE64.01 5 (#F 1 1.7-69.7)

\ \ \ \ \ \ \ \ \
0 6 12 18 24 30 36 42 48 54 60 66 72 (A

FEERED SDHAR

No. at risk

106 100 95 94 94 93 9] 89 87 8 80 26 0

T L 105 103 103 100 93 90 8 79 70 65 59 20 O

FEXY X T AEARE

ITTER: 3615B 7407y iR (T —9y 478 1 20245 2824 8)
SEFHE  BERIINTBENSET GERE- LBV ETHHHE

¥ ARFBARAGR
%2 1 BRI Cox LN —REFILICKWE L3
¥3: BRIEF alGHVERRKEEZRERHN. ZEGL. TH). b 11qREDEE(RKHV . RKZL)

HBEB(ED S 240 BBRECTORT (FAE+1 T ILFZ T HBEEEE N O chlorambucil+ 4 E XY X< 76
FELAETZNZN10/10641(9.4%) X1U9/1054(8.6%) (CFBHESNT=.

BE+A TIFZTHABEED 10FIOIETORERIE. ZZREIF. DMELE. B, DARZ /K /A
EifEEAR S . BUHEY. RN, BIMEMES 3v I NORBEETS 16THY . D5, BIMEHES 3y
DEHE EDRRBERDN BT ESNGED DIz, Fizo 108IDDE. S5HIDIETEFAFI DR SEBEFICFEDHSN
7o chlorambucil+# EXY XY 7 HBEEAEEDO IBIDIETDMWER(F. iR 36. BE+Soi. MR M.
COVID-19. COVID-19ffk. DIEFIE. RHICLD2FRALZ 16 THY . D5, fik 1 HlEEREEDHA
RERHIBESNLH DI,



CLL/SLL ]

4.2 BREIHELHCLL/SLLEBEEEHRELVEYYF VT RRREHR

| EGBIREE - [RHBE (VIFIYIHA

BRXFEEMHCLL/SLLEBEENREVEARIRO Y F YT HABREABRO T RINRELE - RN EEZ
BURICRUET

K68 BREN(IHEME CLL/SLLBEBZHREVIEARIRUIY F 77T HABFERROEGEIREE

EAEER BIHER

HREE 1283455 GO28667 55 M13-365 55
rm D

BRX(I#EMED CLLX(SLL Vv (CLLDOH) Vv (CLLOHA) Vv (BFEDH)
1LY AL EDRTBEREZETS v v
BLIAVUTORAEREZE TS v v
ECOG PSXO71UTF v v v
[/)viRE230000/mm3 L E v v
I/ ViR£8 50000/mm3 A _E v
ANC 1000/mm3Ll E v v v
AEZOE>8g/dLEE v
AEZOE>9g/dLE v v
CrClL 50mL/minE_E v v v
ASTRUALT 3.0XULNIATF v v v
EVULE>Y 1.5XULNIT v v v
OO E>EE 1.2XULNIAT v v v

ALT=alanine aminotransferase; ANC=absolute neutrophil count; AST=aspartate aminotransferase; CLL=chronic lymphocytic
leukemia; CrCl=estimated creatinine clearance rate using Cockroft-Gault Formula; ECOG=Eastern cooperative oncology
group; SLL=small lymphocytic lymphoma; ULN=upper limit of normal
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R 69 BRXII#EM CLL/SLLEBEBEEZRREVIAFIRV)Y 7T HABREHKBROD I GRNEE

EREER B ER
FROVEHE M13-834 &E& - -
G028667 iEx M13-365 &5
Arm D
NYHAS$ETI SR 2L FaX(F3 LA EP v v
)79 —ERi. g1 /ViERMmE. DLBCLX(ECLLIZKS
iR R R
1)74 —Egia v
[FfEEHARTEE v
HlETEEDBECRE B mMEEmS (&
S © I/ RIRIAME
;NN DFIEIAEED B SR M MERRIAME v
HIV 3% v v v
NS ARF BB v
)Y¥33 7 (CiBEESD ) v v v
HBV X [3HCV G4 v v
BRERSHIBET 14BMAX(F 28 AL ICHA AR Y Y
==l oy
RN UER / e
TL—=TIN=Y/TL—=TT7N—Y&R. tEV7HL % Y Y
I (F191). RI—=TIN—Y
CYP3APBEEHI v v d v
BULVCYP3AFEER] v Ve v
)V dV Vi v v
AEC K BRTEERE v v
FHOFOAXI S —EHERIRUSRATVA—EICHT %

37LILF—

CLL=chronic lymphocytic leukemia; CYP=cytochrome P450; DLBCL=diffuse large B-cell lymphoma; HBV=hepatitis B virus;
HCV=hepatitis C virus; HIV=human immunodeficiency virus; NYHA=New York Heart Association; SLL=small lymphocytic

lymphoma

a. Studies M13-834 and M13-365 criteria.
b. Study GO28667 criteria.

c. Only for Study GO28667.

d. CYP3A4 inhibitors for Study GO28667.
e. CYP3A4 inducers for Study GO28667.
f. Cautionary in Study M13-834.



B <; =r\oLEXTA

| BIEA—8 (UYESTTtHA

1) Bl ERRAREER
M13-834 B ArM DICBWLT. 28I EFBULBIERZUFICRLET,
&K70 M13-834HERArm DT2HIL ERIBULBEIIERA—&

2BERIXS$E(SOC) 'J‘y#:/?nzgﬁﬁﬁifﬁ
EAEE (PT) (MedDRA Version 21.0) SR (%)
= (5 6(100)
MBRH LTV NREE 5(83.3)
BIMBKRIAME 3(50.0)
> ) NERRIAMEE 3(50.0)
SFOPIRRAMNE 4(66.7)
V)RR AME 2(33.3)
BEEE 4(66.7)
CY 4(66.7)
—f% - EHEEH FLURSEBRIOIKEE 3(50.0)
B 2(33.3)
BRARRE 3(50.0)
TRINSEUETI NGV AT TN 2(33.3)
MmEREE 2(33.3)
[Fcv) 2(33.3)

2) ;B ERPREER (IS ARAT)

GO28667 MU M13-365BDAEI+ Y F YT HABRERCHWLT. BEAGE(PT) TE%LULFH
RUBIERZLIMIRUET

=71 BAHERKRHERICBVWTPT TE% LU LRIRU-EWER—E (857 —9)

SSERI A4 48 (SOC) 2|S§IJ+'J“J=(\:‘°:274733#FE§§5£§¥
EASE(PT) (MedDRA Version 19.1) )
=£EIER 207(85.2)
MBS NRES 151(62.1)
=1l 21(8.6)
EFOPIRORAME 129(53.1)
V)RR AME 19(7.8)
BEEE 107 (44.0)
T 63(25.9)
Z 47(19.3)
BRES S UHERAE 65(26.7)
iR 21(8.6)
—fi% - EHEEH LURSERIOIKEE 52(21.4)
il 26(10.7)
FEER 17(7.0)
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| BmxsmsgomcL |

4.3 BREXIBAEMCLEBENREUES TN F =) HEE LR
B33 L

BRXFHEEEMCLEBEEZNREVCABINOA TV F Z 7 HARERROFHEREEZLNCRUET,

R72 BRENBHEBEMCLEEEZRREVEFAIRVC TVF -7 HARASRBROEGEREE
17 NF=THE
RIREE EPER BIEER
M20-075 5% 114355%
BRXFHAEOMCLEASSE v v
TLIAVLEQUYFS YT /HCD20FEERLEL YA ESE1-5
LY A DiBHE

ECOG® PS#H* 2 AT v v
AREAENDRSHOL <7 BURICERIRUREET ORHEIN
EREAEEE T, UTO+HBIMRFNIREEE TSP

- SFPERIESIEA 1000/mme (1.0X 10%/1) %#BZ 3 v v

- [/ ViREIA 50000/mm3 (50 X 10%/L) ##8Z 3
*AEZOE>H8.0g/dLZ#EBZ D

LT O+5 73R U Stz E9 3
+ ASTRUALT 3.0XULN LU cde
cEUJLE>1.5XULNLLTF!

« HECrCl #30mL/min L ke

7OMO>E VIR / EREREEL (AT, INR) ADPTT1T.5XULNKE . 7
L7700 R IMEDEIIV KERFEZRSLTLBEEF. INR A3.0UTF

BRI SIRTE. PiRiER) > NEN L
EEFIDHM RS (Bl 74> 75> MR FMRR) A 750
YIEHRSH1 67 A LA Az P R FEEEAHMOEHEEH R0

B 61 ALAICEESFHIBEZZ T TUVEL., IFEEIIHEIDERZ
BETREHMEOBIERMBEETREZRERFLTLEL

HIVBEREA R

LT D& SBERARIICER DM ERBEN 0

« REDOIDY M- AROFEIRK (32 DEFEEE

< REOS->MEDAFLE (NYHADREEED FE3 (3 4)™ v v

< BERERZEOYILHZSH 61 AR DIDEHER. FEERMEN (IR 1EHEE)
IRAERB¥ DETIEE

FHOFOAFI T —ERBFIRV/ XESRATVA—EDEZH L v v
FFEEEERSE Child-Pugh 5348B X3 C DBMHEFREDEHEREN 0

LI OZERIDBEREDL L
« NZNTST 2 34thd BCL2 BEZESHI v v
A TNFZT IO BTK PEEH

AR SHEFOREBUAIC. UTOERZILBEX FHRAZEIEEZE
XL TLVERLY

TL—TIN—=Y. TL—TI7N—YHR. tEVT7HL T (EEUT7AL Y v v
ZSEIBIV—IL—REZSE). XIRI—TIL—Y, HBLIE. CYPIAEE
#l X(ECYP3AEESH]

v v

NIENEENENENEEN
NIENEENENENEEN

&
&
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— A

. ECOG=Eastern Cooperative Oncology Group g. CrCl=creatinine clearance rate
BIAELTARZEBRIEROOZ—HRMET CURIG-CSFI. R771  h. Cockcroft-Gault XX 13 24 BRAZRICED
i
J

O Q

WITSRF L) E. PERSHIOAE<EE 14BBLAICHEBIRE  i. INR=International Normalized Ratio
AELTIERSRL, j. PTTI3. BWHRODARSSRF VEEROTEE SO OV R STRF

c. ALT=alanine aminotransferase T [@aPTTIET S

d. AST=aspartate aminotransferase k. REEERENRERE X FHMMERBREESENTVIBEICRS

e. ULN=upper limit of normal L. HIV=human immunodeficiency virus

f. DIN—)VEREAERIN TV DWERE CEHREUILE A ULN  m. NYHA=New York Heart Association
DEBRBTHOTEHEL

| Bliem—E (FTF=T1A

1) EINER AREABR
M20-075HBRICHNT. 2FILL ERBRUBIERZ U FIORLET,
73 M20-0755 5 T 2Bl ERBUEIER—E

S2ERIK 548 (SOC) A%]400mg +1; :;}k;:?‘{#ﬁﬁﬁiﬁﬁ
EAEE(PT) (MedDRA Version 24.1) SR (%)
=EIEA 12(92.3)
MABRBLOPVNRIES 6(46.2)
BRI AME 3(23.1)
EFOPIRRAME 4(30.8)
M) AR AME 3(23.1)
BEEE 6(46.2)
T 4(30.8)
CT 3(23.1)
BRES S UFERE 3(23.1)
ik 2(15.4)
REBIURERS 3(23.1)
BT AIME 2(15.4)

2) ;B R R ER
1M43HEBRDAE+ I F =T HABEECH VT, BEAREBPT) T10%L FHEIRUEBERELTICRULET,
K74 BAHERIKERICHWVLTPTT10% U LRIBRU-EIER—E GBHT—9)

S2ERIA 548 (SOC) $§IJ400mg+E;Z‘1|,39;):7‘1#Fﬁ;§5ﬂ¥
EASE(PT) (MedDRA Version 26.0) SR (%)
=EIER 113(84.3)
MBRBLOPVNRIES 60(44.8)
SFRIRRAME 43(32.1)
V)RR AME 17(12.7)
=1l 16(11.9)
SRS 73(54.5)
TR 50(37.3)
D 27(20.1)
—f% - EHEES LTS RIOIREE 45(33.6)
i) 22(16.4)
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O ERFARESRIER

| AML ]

4.4 ALBEENGELETHYFY SEVHREEIR
| ELBREE - RABE

AMLEBEERREUVEARROT7TH O F U BRAESIZEVHARERROFLBRIRELE - RABEZL
TNCRULET S

K75 AMLEBEBZRREVIEARINUTHOFOU BREVISEHRABEEHBRODEGEREE

FHUF I EEES 95 A

EIRELE EEER EFFHEEER ABHVEER EIEHEERER BN EER
M“Xﬁﬁ‘?ﬁﬁ M15-6565t8 M14-358508 M16-043:88 M14-387:5

FABOAMLEES v v v v v
ERY TR LY
BAOLREREANELNDE v v v v v
SEBROHNES
B X 13 B 5 M ) AML
it
60 L v v v
ECOGZ 1 70-2(75%%
IIE) %1$0-3 (60LLE v v v v v
748
ILFF=UITSUR
(CrCl) 30mL/ S LLE S v v v v v
ASTRUALT3.0XULN
e v v v v v
EULE > 1.5XULNIK
Fe(60mLI L 74T 7 v v v
©(£3.0XULNIXF)

ALT=alanine aminotransferase; AML=acute myeloid leukemia; AST=aspartate aminotransferase;

CrCl=estimated creatinine clearance rate using Crockroft-Gault Formula; ECOG=Eastern Cooperative Oncology Group;

ULN=upper limit of normal

a. For Study M14-358, subject age specified as > 65 years for Escalation and Expansion 1; for Expansion 2, objectively defined
criteria described as subject age >75 years or > 60 to 74 years if subject has at least one defined cardiac,
pulmonary, hepatic or renal disease co-morbidity that makes subject unfit for intensive chemotherapy: for Study M14-387,
subject age > 65 years in Phase 1 and initial Phase 2; if enrolled in Phase 2 Cohort C, subject age > 75 years or 260 to 74
years if subject has at least one defined co-morbidity which makes subject unfit for intensive chemotherapy.

. For Study M15-656 and M16-043, ECOG score of 0-3 required for age > 18 to 74 years.

. For Study M14-212, ECOG score 0-2 only.

. For Study M14-212, creatinine clearance > 50mL/min.

. Unless considered due to leukemic organ involvement.

. For Study M14-387, AST=2.5XULN; ALT=2.5XULN.

. For Study M13-834, bilirubin<3.0XxULN.

o —- ® O N T
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B <; =r\oLEXTA

K76 AMLEBEZWREVIEREIRUTHOFIU | BRAEYISEVHAEERROELIRNEE
THOFIOUHA ERE>95E A
EAEER EFRHRIGER BHVERER EFRHRIGER B EER

M13-834 5(5&
Arm C

BROVEHE

M15-656518% | M14-35858% = M16-0435 88  M14-387:ER

LTneEReET3E
&
SEERMEIREEICXT
BPREAFINERIR U/ X Ve v v
{E2EEH. CAR-THER
&, AMLICX T BRER
HaE

AMLIZHT 2 FRRIFD
HREEFNIRTZE v v v
IIEE

SR BN MwZE
BIEE

AMLIZ & BEEN %D X
WEREHEHEIIEE

HIVRERAHEAL TS
BE

BRERSHIBRORE
BHAIC, LT OERE
LEERXHARILEEZ
BERUI-ESE
TL—=TIN—=Y, TL—
TNV RE. tEY
TALYI(F191).
FRI=TN—Y, HBL)
(&. CYP3ABEEAIX [F
CYP3AZEEH,

NYHADEEED SR E%
#8235, BROMEGER
ENELET BEMHMFIRE
EEEFITD. NFFD
D ER R ICEE AR EE
[CHhBEE

B’E5HBBE OB MmERE
M25X10%/LZBRDE v v v v v
&)«

AML=acute myeloid leukemia; CAR-T=chimeric antigen receptor-T; CYP=cytochrome P450;

HIV=human immunodeficiency virus; NYHA=New York Heart Association

a. For Study M13-834, subjects who have received treatment with hypomethylating agent were excluded.

b. Study M14-358 and Study M14-387 were amended to allow moderate and strong CYP3A inhibitors in later stages of those
studies.

c. For Study M14-358, M13-834, M14-212, NYHA Class > 2.

d. Hydroxyurea (or leukapheresis for Study M15-656 and Study M16-043) was permitted to meet this criterion.
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76

| 7YY Fo v HARERROBER—E (Z¥ T

&x77 M13-834

1) Bl ERPRE AR
M13-834 5B ArM CICHVT, 2FIL HICHIBULBIERELFICRLET .

SERArm C T2 EXIRULBIER—8

BN 400mg+7H o F I UM RELRE

EEE/‘:"JZCﬁ‘#E (SOC) . (n=6)
EAEE (PT) (MedDRA Version 21.0) SR (%)
=EIER 5(83.3)
MRBLTVNRES 4(66.7)
BMERRAME 2(33.3)
1> ) SERRIAME 3(50.0)
YFPIRRAME 2(33.3)
/) IRRAME 2(33.3)
ERIRIREE 2(33.3)
HE[HL 2(33.3)
REBIURERE 2(33.3)
=N AIMAE 2(33.3)




2) EFRHEIEER

M15-656 FHERDAF 400mg+ 7L F IV HARERCHWVLT. PTTI0%LL EICHRUIZEIERZ
NIRUETS

43—%78 E”}% I_.Iuit%ﬁlk- L\T PTTTO%LXJ:?%iEbTLEWEFﬁ

BHN400mg+7HIF I U H AR LR
%gzﬂgggziﬁ)(g\j\)g[)m Version 21.0) (Elzﬁ) (:’ll?;;)
FEIRBIEL (%) FEIRBIEL (%)
2EIEA 23(95.8) 218(84.2)
MRS LTV INREE 22(91.7) 169(65.3)
&am 4(16.7) 52(20.1)
FEENEIF PERBAME 18(75.0) 61(23.6)
BRI AME 8(33.3) 43(16.6)
YFOPERIRIAME 9(37.5) 92(35.5)
M) AR AME 13(54.2) 83(32.0)
BEEE 14(58.3) 126(48.6)
EZ I 4(16.7) 28(10.8)
T 8(33.3) 60(23.2)
B 8(33.3) 70(27.0)
ORIk 3(12.5) 8(3.1)
B0t 5(20.8) 40(15.4)
—fi% - EREESICIRSERRIOIRE 9(37.5) 62(23.9)
izl 0 28(10.8)
BRIk 4(16.7) 3(1.2)
FEE 6(25.0) 12(4.6)
BRES SV FEDRE 12(50.0) 92(35.5)
Ak 3(12.5) 25(9.7)
BRARRE 4(16.7) 53(20.5)
mee))LE > 1800 1(4.2) 9(3.5)
HERD 3(12.5) 11(4.2)
REBIVREES 12(50.0) 66(25.5)
BAUHR 10(41.7) 32(12.4)
KEHJUK THEESE 7(29.2) 31(12.0)
PR EZREZ 3(12.5) 3(1.2)
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O ERFARESRIER

| EREY9SELHABRERROBER—E (EREZISEHA

EFRIERIEAER

M16-043 RN AR 600mg+ERAES I HABRERICHWVT. PTTIORU LICHREUIZEERZ
BURCRUET

xR79 BEEEHRICEVTPTTI10%U LRIBEUIZEIER—&

EERASE(SO0) _ (EE%) , ff'ﬁ )
E7EE (PT) (MedDRA Version 21.0) SR (%) SR (%)
=EIEH 17(94.4) 89(71.8)
MBS LTV NRES 10(55.6) 68(54.8)
am 2(11.1) 26(21.0)
FEAEIFOPIRBIAME 8(44.4) 16(12.9)
BMERFAME 1(5.6) 13(10.5)
EFPIRBAME 2(11.1) 47(37.9)
M/ RBIANE 4(22.2) 41(33.1)
BiEES 12(66.7) 54(43.5)
EZTA 3(16.7) 3(2.4)
A 2(11.1) 17(13.7)
ZED 8(44.4) 31(25.0)
180t 3(16.7) 16(12.9)
—fi% - EHEES LTRSS IOIREE 7(38.9) 22(17.7)
=5 2(11.1) 10(8.1)
BRI 2(11.1) 1(0.8)
FH 2(11.1) 6(4.8)
BRES SO FERSE 4(22.2) 29(23.4)
BN 0 2(1.6)
ik 3(16.7) 5(4.0)
BRARIRE 7(38.9) 24(19.4)
Mmep 7L 7F =400 0 1(0.8)
EFCPIRBURA 2(11.1) 6(4.8)
MR ERE A 5(27.8) 2(1.6)
REERIA 2(11.1) 4(3.2)
Shikeso=2% 3(16.7) 5(4.0)
RBBIORERES 7(38.9) 32(25.8)
BAUHR 6(33.3) 9(7.3)
&'y AR 1(5.6) 4(3.2)
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© ZNithMEIEERICET 5153 (Q&A) ool

([Q1]

RO RER %S T SR AR D EZ (L7

[A1]
BRI (E. ARIRESPROKRSK THRAB<EL308E*TY,

MNINT ST ZADERFFEE 2685 T ). SHFHAEG 13085/ (5.4H) TY . B#EHAR 308 RRXNTSTIADERDSDHEEKICE 78

HEEEZSNET,
HNER | BERRYENRERT

(Q2]

PREEDCYPIABEZBRZHAT2HBGICEARDEREGEZ[HEBLUT]. Foo BUOCYP3AEZAIZHAT
DIBEICFHHESHCHT2EAF DR E5EZ CLLEUMCLTIE[100mg AT . AMLTE[50mgl. AML
OHREEHEHCH T 228 DRS5E%[1HE 10mg. 2HBE20mg. 3HBELES50mMg] &R TELRILEE?

[A2]

BRBRSHEORFOEEZNEYEEET ILICEEIal—2arns. PEERUBRVCYPIABERID
HARSEIC. AFOAEZ 1/2(200mg) XU 1/4(100mg) (CHEL/EEDAFIDEREE(E. 400mg 1H
1 OEARSEE1,200mg (ZEMAERSNICRAAE) 1 851 0REIRSEICESNIBREEDE THIL
fErmenaZENnSnELize AMLOAEFIER. MCLORSEFBHANOHRERSHICHT2EREDERS
SRR TEBLICAEREELEL.

(Q3]
BREMHIGIED CLL/SLLIES T2 AFBRRSHORRTRICH T2 TEMEE?

[A3]
| CLL/SLL ]

AR (3 GO CLL/SLL
1) EAEEIR SR
M13-8345£5% Arm B
HEREE
HR | BRUSHLECLLBSEAP). SLLEE26)

Ik NRILIZAT400mgZz 18108, REETXNEIEFE TSRV HORRETCERROKRS UL (RERIRSHIE
REOBEDERNS 2FE[) . 5B 20mgH5400mg=T5BEN T TEELZ,

BR
B3tE | ORR (2100%[6/661(CRi 14l. PR 5%)]1TH o7,

Z2M | 6fIPeRI(100%) ICEBERNRBOSNC. FRBREFPIHHDAEOGHI(100%). > /NERBAME S A
(83.3%) 3 Tdpolz,

HANER BNE 1/ T18508 (M13-834 5 58) [FGREFHMEHH
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O ZDthDBEIEFERICEIT 515 (Q&A)

80

2) B AR SR

M13-982 5%

BRI

R 18U ED17pRKEHETSHCLLEE 1584
FETIR—h 1 17pRERZETHHEFENTEEMCLLEE 1074
WRZERMEDR—N 17pREEEITIEHANIH M CLLES 46 FINUFBECLLEE S A

ik NRILJ2RF400mg7z 1810, REETEFFE TSRV SFEORIRFCEFROKRS U (ZRRIESHE
REDFEDERTHNS 2F™) . RSHIBIFE. FEIR—NTEF20mgH5400mgET4BREN T THEL,
OHES 24 5BLNICER R RAERUCBEROIARE M IR—NTE. 20mgDiRS5% 1 BREIH#EL.
5BEN T TEBL,

o

BAE | FEBAOVRESNICEEIR—NORYIDORERE 7041(CHUWL T, International Workshop on Chronic
Lymphocytic Leukaemia (iwCLL) H-1RZ1 > DEECE D SABREAEEMHIEIC LD ORRIE77.1%(54/70
15”)_(‘\(_%97::0

ZE2M | TEIR-NTE107BIR10460(97.2%) . IEAREMIR—RTESTHIP51 61 (100%) I(CHEEZ NG
SNice TRBRIE. TBUR—NTRIFPEREAMEA7 B (43.9%) . THI37 H1(34.6%) . BL\3561(32.7%)
BIm2841(26.2%) . IAREMEIR—NTERD23461(45.1%). THI2161(41.2%) . SFPIRREAME 1961
(37.3%) . &5 1161(21.6%) 2 ETIH ol

M14-032:5&
BRI

R 18U EDBCREEER! (- 7/ILF =7 X(didelalisib*) BE# DB (FHEMECLLEE 12761
FEVR—NAB AN FITERICHUTRAED CLLEE. XIFBED /B #ICREETUZCLLE

F430
FEIR—IBEE ! idelalisib*BERICH U TEIUED CLLEE. NI(F6ET /8B IR IOREETULCLLES
21461

WARTIR—b 17N F =T XFidelalisib*[THUTHERIFED CLLEE . IFEEDP/8RP IR ICRZBETUL
CLLEE63A)(r7ILF =7 484l. idelalisib*15%4l)

Bt FEIR—N:

N2ILT72ZF400mge 1851 0. HEETYEFE CSeVsHORRF GERROKR S U (RER SH”
REDEEDEFHNS 2E™) . R5FIBIHE. FEIR—NTIFE20mgH5400mg £ T5BEBA (T TEHELZ.
YRR —h:

2IN=Z2 7 BIURBETOBIEODAS5N2BEEENEEF. FEMBHREOEHBEIHFE NI, =/,
BulkymZ%EHEL6~12 B S CERIN THo-BEF. 600mg/BETHEENHSIN,

fER

B | IWCLLATRS 1> ORECEDBRETEMYIEICEIDORRIE. FEIR—NABFTE69.8%(30/4341).
FETR—IBETIZ66.7%(14/21 Bll) . IaARTR—NFTIE61.4% (27/446)) Tholzo

Z2M | TBIR-MABTE43854361(100%). EEIR—IBEFTE 2161 2161(100%) . K IR—KEET
(F63BIP6241(98.4%) [CHEEBRARBOONc. FRER(EF. FEIFR—NABFTEFEM2361(53.5%) .
THRI2261(51.2%) BiD226(51.2%). 5 19%1(44.2%). EEIR—hBEF T(E 47 PIRFAME 1041
(47.6%). THIIAI(42.9%). MIMREAE. BiD. BH. &' BIBIAE. FEHE64(28.6%). #iKD
R—NEFCERD3261(50.8%) . THI2841(44.4%) . B 27 HI(42.9%) 8 ETHD7z0

HRER DB THEEER (M13-98258%) (2019F 98 20858, CTD2.7.3.1) ERIFFHHE ]
HRER BN TEEER (M14-032588) (2019F 98 20838, CTD2.7.3.1) ERIFHHEHR]

* idelalisib [FAFBARAER

(Q4]

RATSNIZE DR INIE?

[A4]

AN G BREVTRATERBNS8KELUADE G (& SARNEDZT SICIRALTIES
Vo RATPERBNS 8RB LRBELTVSEEE. ZOHDODRRALT. BEHANS 1 DEZEREE SN
ARAL TLIES LY,

RUTC2EDDEZ—EICIRATZIEDNHNED. &z, RO TEIRALTLESIZIBEICIE. BIEAAEL
HOONBOREMN BB/ BEICHHEISELRTHLD. BEESAICHBLTIZS W,



|CYP3AHERDBE

&80 CYP3AREEARIDEERI—E

Y29 v b

1> IF L ERFEPLE]

1 hZaFV-IL

7N 3FV =)L ROBNEARFBARFT]
ATV =)L [ROKER (FAFBAAR
NFEIL

T 7L EIERFEDIE]
AUdFV—=)L

(conivaptan)

(troleandomycin)
72)20%1> >
TL—=FT7N—YTa1—-2

LT 1 FE BRFER L]
HFFEILERFEDPIE]

(boceprevir)

(nefazodone)

I hLIILEIL

gr77)L=7

t)F=T

7L EI [BRFEELE]
TTLEIY N
7IFFE) BRFeHLE]
PaAsVIRE=, S,
JIUIFZT
SOOAR) >
JIFTEA
TUZROXAYY
JINaFJ—)L
KR7>TFLFEL
IIFZT
TRANTT T
OV

(N EQIVAVN
NZ/N2)L

173+ V—)L
(casopitant)
(almorexant)

0LV %5V [BRFEPLE]
2ORIVI—=)
IAFTY

TIRFHI>
RATSLEI KX TIVZ >
ZZF OV ERFERIE]
70 AR
gO0KITY—=)
OI9ER

Fho7Lal

IWZ R

(ivacaftor)

(ranolazine)
(tabimorelin)

REPRECDEA FAFARAT (20254 1H158R7E)

EEHEHE EEDFHFEOBECBFRIZEROIZOOEWBEIERT T NI 1> LIHE
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| CTLS SRS

[ CLL/SLL

BRN(IH 5% CLL/SLL

BANTREICHNT. ARIDREDRIC2HEESHEDEBINNRDON. BRSEBERICCTLSZRIRLL 1EH
DRBDFHME HBTLET .

BEER

i - 1R 601t - 24

FxEE 12>/ VEBMmRE (17p RIE)

BIHE SR (ERDEEFMICL /NN TA—V AT —IR(L3) . B

TLSDURT S EHRT
(A >/ ER >5em. BImERE (WBC)>100% 109/L]

BBRRVEE

&5E EB5R1I0NI AMEIF3.9MEq/L Th DTz,
AU, BEIRAE KIS SZBIB LT,

201658278 | A#I20mg &R 5L,

#5188

®B51~288 WBC (20X 10%/L) A EEZ (T ZFDBDEEFRAREBICH NV TEHEE S U,

2016F5H28H: Pl Oy

#5288

~%5 2818 YIRODIERIZEKL) . &K 20mg 5% 2 Bk,

5388 AEIS0mMgITBET 276D, Abt. EERAMKIRSZRMIBL. K - ELFHREZR. £(EFD
BE(Fa<. WBCIHIEREUZ, IERE5 L. U /SEIFEE(CHE/\L. BIION—S51 2D
BEZEL. BELz,

#6318 AEISOMg " SEMKGEL TLED . ERFHFABEEZETHEEDTFPEREAMECKN . #50D
HRfEER O HD >/, CDE. TLS DBUESROHSNEH DT,

AFIhRFE 3~418R) | WBCH I EESEHENE#HEEL. BIMON—S1>ABIEL TV, #EEID—I0C 2R RERE
TOBIERNZRD SN,

2016%F9H FEEETORIRICEK . KEZ50mg 15 400mg (CEEL.

201659H8H HIDLRO) AN UZ. ABRU. TLSFRHEL TEREBIEK200mL/hr RO7O)./ =)L
300mg DI S5=RIBLIZ,
AR S ABE%R. U RE. DL IAROIL7F U FEBEERNTH /=N, AUTAIE
4.3mEq/LIZEIL,
AR S 885E#K. NV AIF6.3mEq/LESSITEIIL. J>E9mg/dLIZEBIILZ,.

BR 512058 AT AF8.4~9.1mEqg/L. J(F13.4mg/dL Tdholc. BRRIEREL TR

DROIDAEHREIBUIZ. 1R DL A, FILTIE—ILFEDERSOBE(ICLDNEER
Lz DU AL U LADBREBEROTL 7F U SIEESENZ#EL T, DEEIRZE
FKIBU. BREATIRETHY. DI LEICE STz,

20165 9H9H TRIFEBFHEERE L ORI T, U, S EOERIIRETH .

NRILIRI DIHER SR

O8>/ SIEBIMF (N >/ BRI > 1 SEE S E)
OBFENFHEEMDO > N2> /&

O=MEREEamR

MEEX IMRICEET HER

<IBIE) > NHEBIIE U\ >/ SERIE D > BB S 0) >
OFBEDIBIE) >/ MHEBIIIE U\ >/ SERIED > NEBZ S0) DHBE. BRTRICEAANSNIZREOER. HFREOEEZCOVT. [EFHR
X 17 . BRERI OIRONEZAKL. AFOBEHUEROZEME+DICERLUIC LT BINEEDEREITIE,

<IMEEmtams>

OB EFEAFEDENE L2 M ERMEDMREBE CHTAFDOENERO L L MIFEILTLEL,
OIEBFAX 17.[BRMEIDEORBEAIL. AROEMERO L2 E+HICEBELC LT BREEDBEREITO L,



[ AML |
M16-043HERICHUVT. AFPIEERICCTLSZERIRU 2EMDORBOEME BN LET,

BEER

i - MR 704K - BB

&S =4S B IR

BHERE - SHHIE REPWRAZME. KEIIRFEIR. I/ WORAME. BIlKFEEN. K> BINE. SHER RS
BRERUEE

2017%8H30H 7IZ|7°'J/—)I/300mg@?§%€5ﬁﬁﬁ‘bto

2017108248 BRI SRR L.

20171182 LDH(ESBTH o= . DRFGEEEICES(Fa. AFIN 00mg&s9< [ 40mg=zr5L

7o BERIBHS68EE. NUDAE7.4mEg/L. U (E12.1mg/dLICBIILT . DERIC(ER
RINICEXRGRIEAROSNGDDIce RURFLYZIKVEEFNID AL TIVIVBHIT T AL
5% 7 RIMEAKBR. ENTY— 1VRIERSU. DITLRBEELIZH . REN DT H(TIBN
Ulzlesh. SRTUA—E=ERS5 Uiz, ZL7F M 132.6 umol/LICERL. 2EBAL. CTLS
DFEEL,

2017%11RA3H

MAENEEREL TLEA. MEFFHARHSN. Hb(E8.0g/dLICIK L. RBCHIMEEL Iz,

2017#%11858 Fiske. FERZBOERE DR ERM A FIRU Iz, BN EREDCIMER T EERAHIREL. EEDOH
kR =FRIRLIC, BE. MRBENZEZ(T,

2017€¢1186H IR, ARERHIIICKDIET Uiz, SERIG FRUBRRICLBAMA. CTLS. MlERHMTaHhorz. Sl
HRREDEREIIAETH oz,

BEER

R - 1R 801K - L%

[FRE 2MERMEOIRR

BHERE - SHIE 1BMBRER. 80— UeE7 07 ) ME. IVIWEAME. HERE. B0, 124ES5sk
BIMmR. FEEETFPERRANE

FENUEE

2018%4H21H 7O /=) ORE5EREBLE. U 1.0mmol/L. AT AN 45mEg/L. L7 FZoA
143 umol/L¢d o7z,

201855H7H AEIROTIZE> 20mg/m2aR5Uiz,

2018%5H8H A 2.3mmol/L. BUIARSIMEG/L. JL7F A 179umol/L Tl NR—2T12H5
ERUE.

2018%5H9H > 3.5mmol/L. AU AAE3MEg/L. IL7FZA 261 umol/LT. CTLSHEIRLE
H. KEROLIZEDIFRESEDRL. TATVA—EDRSEFBLIEN. WEIFRHENG
holze REIGPRER(EAZRDON. BREEAIREBL.

2018558108 FERFTLS ICLZ2MBEET. BT Uz, BRREERSNGEH DI,

N2ILIZAIDHENUHE :

<SBEDIBIE >/ VB (N >/ SBRIEU > B S T) >
HOMBHESHEOHBICANT, BE. RACEANINISIRELT. BRHIEHEE1BEC20mg. H2BBEC50mg. H3BEIC
100mg. H4BE(C200mg. E5BEIC400mgEZzNZN 1810, 7ONE&ICRORS5Y 5. Z0OROEFRSHE. 400mg#x181E.
BRICEORS5T 3. B8, BEORECLEEHNET 3.

<BRXGHEBHEOIRME) >/ IR (N> /BRI > SEEST) >

BE. RAICEARNIS72E0T. FAEHEMEIEE 1BBIC20me. $£2BBIC50mg. $3BBIC100mg. H4BE(C200mg. $5BEIC
400mgEZNZN1B1E. 7OEB%ICRORST 2. ZORDERFRSHE. 400mgz1810. BRICROBSTS. 5. BEDRECE
DEEHET .

<EHEXUIEAEO T NLER > ) >

T7NFZTEDHBICBVT, BE. BRAICEAZNS72E0 T, AEHEMHEE 1 BEC20mg. 552BBIC50mg. 538EIC100mg. 54
BEIC200mg. E5BEIC400mgEZNZN1E1E. 7BNE%ICEOR5T 5. ZOROEHESHE. 400mg#x 1810, BRICRORS
T, 5P, BEORECLEERET 3.

<&MEmnmE>

THYFIOUHADES B, BAICEAZNSTRELT,. AEHESRE1BE(C100mg. 2B8(2200mg. 38BIC400mgEZzhZn 18
1@, BRICRORS5T 5. ZOROMFRSHE. 400mg# 1010, BRICROBS5T . S, BEORECLBEHET 5.
SISEUHBREMADISE B, MACEARNS7RELT. FAEHEEE1B8(C100mg. 2B8(C200mg. 3BEIC400mg. 488
[£600mgEZNZN181E. BRICRORSTS. ZOROEFZSHE. 600mgz 1810, BRICEORST S, 5H. BEDRECLE
HHET 3.
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