ON
* % 202543 CLiT (5570
* 20234E8 H LRT
By & BB H AE 7 i o i
HxhEAR 247 A 874291

MEMESH (T BFOY X F—EHEH)
S 1TNFZThT IV

T ALIIEN 57210140mg

®
IMBRUVICA™ Capsules : K27 5 | 22800AMX00387000
S - RIS O & ) 2 2 LB | S

| me CEIRARSHROBESE L HREEN(2 701 130
B 95 THRTS 558
AR, RBEIo NS TE SEMHMI BT 5.4 117 BRSO OIS 2 BAN L, A0 H B TER O

Sm#EEHEEOLH LENRHRBRICSL T Gt A PSR L7 BT, SHIGHE ORRE (T 2
FHRAE - BEREFOEMDS & T, FHEDHREHE Lo [17.1.10. 17.1.11%H)

G Y E W BEBICOVTOHRETH E. E1-, ,

ABBMAIC KT L. BEREZORKCHBRROS 6. RiARVRAE

(1Y /MBS (Y > NBREY D NEEET) . BR

fE%E+495BEL. AEE2BTHOHSEBEETEE,
MwsOs07)  mMERGY L NTEEMY > /\EE)
WHEL BRI TVF =T L T420med 1 H AR

2. BR(ROBHEICIE LawnleE
2.1 zgﬁlj(d\ ff_tl_ﬂ?f@gﬁﬁyﬁ:@@)&aa\g Be5$ 50 B, BHEOREIZL ) BHBEES %,
22 B LN BB 0 % B A0 31, 16.6.1 (> b i) > i)

7] BEDES

RYFRNAF VEBRIER ) Y F 3~ 7 GEETFHIER )
EDBFHIZBWT, BH. A TV F =T E LT
560mg% 1 H 1S3 5. 2B, BEOREI LY
TR o

 BRIEAMOSE

, . WHE . RAIZIEA TIVF =7 & L C560mg% 1 H 1R

3. #HRL - PR B2, 5. BEOREI L) WHEHES 2.

3.1 4R (EMB MRS DBMBEEHEER (X501 KEO

fened A LT NEA AT ) 140mg BETHERAEES))

1% 7o) WH . AR O12m% Lo/

¥ 23 7 aFy—=), A FaFV—=)b, 7T ATV
A0, Y MUV E N IRIIVERRRSHOEE
[10.1. 16.7.1. 16.7.7=H]

2.4 1T SHEIR L CW AT REMED & 5 I [9 . 55 ]

A TNV F=T7E LT

AR | 4 55 = 7 140mg 420mgx 1 AR5 5. 5B, BEDKEICLY
(NZEW) SV O—2, ZOAH ) AT — WH BT %o
. AFRUT L, T AEREEF R AL AT : CEH = (- BE -
AN S 7. BERVCHEICEET AR
(T ENEE) BALF 5 >, €FF > GhREstE) . o
IO 7.1 Grade 3P LI EORBITERASFEE L 7234 121&. Grade 1
3.2 W LTS 2 3 CAMZKES 2 2 b, BT 250
- FE | BEAREHOSEE S 7R 2iE UToORZAZE | 2aE i35 2 &,
##)CTCAE (Common Terminology Criteria for Adverse
Events)version 4.012# L 5%,
. - AEBHOBE
kX % IR 48 15 O T BRI 43 5t
’I@‘I‘ét ) 2SR I
ZEIA [ 8L B~ uarra7)

& 21 7mm [EAE:7.6mm FEm  426mg
g — K |ibr 140mg

/I[]H“&UU DONIEE | < v BV v oNE
HR Y > ShE

@RS P 1
4. FHEER IZFHER 1lE 1H1[FH420mg 1H 11560mg
Oy >/ RIS () > NEREU > NEEZED) 20 1H1[280mg 1 H1[420mg
Oﬁ%ﬁ77n7‘n 7“') >Mﬁ&lﬁl) >/\°ﬁ;gmﬂalj > 3@ 1H1[E]140mg 1H1[E]280mg
JNEE
O~ > bIVHERRY /388 Afml Pk
OmeHfaBiEEOBRMEBERHEER (X704 K 7.2 LUFOCYP3AMENE A 243 234 % BT 23412

DEE THRA T2 BIEE)
5. MEERIIHHRICEHET 2FE
(B 2 NMAIRE (U N DR ED))
5.1 RIGHFOMNEY >/ SPEEILE V) > 788k >3 E % &

E. AFNOMAEEN LA T LBENDNH 5720, PEH
DL TRO L) ITHREGTHZ L,
CYP3ARRER & DHABORAERMELE
DS EEIES PR P

) OWa . T17. R | OEONE 2B L, KR OH
WVER VeV B L 72 T KRB DAL OEED
ERElZ OV HIEE] T RRf L. EInEREORIRZITH) 2 &
[17.1.3. 17.1.4%=M]

(¥ > MIViERRY) >/ \FE)

5.2 WA AL HEOBEIL & B A RGO~ ¥ MV
YNHEIZ B D ARFNOF RIE N OV I L Twi
(A

5. 3 Ann ArborZ3 48 I o RiEHFE O~ > MV >/ iE

B 2 RFNOENER VL EHEIIFEL L Tk,

By CNHIE N | R 3 F A TV F =T LT
V) USERMEEY vSER S | — L 140mg# 1 H 1M 4%
). EE~s s o 5452k,

7)) YIER ) V3 [10.2. 16.7.2%8]

RIS 8, < FFaF S| A TN F =T E LT
WY > ShiE - 140mg# 1 H 1 [l 14
%"@_ZJ:&O

[10.2. 16.7.7518]




DI EESIES B3 5
EE G o®R | K)aF |4 T VF =T LT
PR R g 2w (A 7 | — v 280mg#x 1 H 1A 1%
oA FHI OGS TR)H 535z,

A5 8) [10.2218]
KYyar|i 4 TNV F =T & LT
— 140mg#% 1 H 1 1%
[10.2, 16.7.7%&/8]

* % (18 >R (N 2 Bk D NEE E D))

7.3 RH Lo PUEMIEER & ORI W T, BRI KL
VRIS L T vy,

(EM~sOs707 0  IERTY > NTEMEY >N
B

7.4 )Y X <7 (EHE TR Z) OB G 0SKEE 256 %
VYR IYTGEETHEL) EPEHES T k.

7.5 )Y & vv 7 GEfE LR ) DAL O BUEEIESH & o
BEIC & B ARTE R OV IS RET L Cvle v,

CRBED~ > MIVHERAY 2 /NEE)

7.6 KF LT L PUEMEEEFIZ SO W T, [17. R
HIOHEOWNEE, FRCHER OHEE T3 8 i L7 ¢
5452 &, [17.1.92]

* ok (BRNIIHEMDO Y MUY /i)

7.7 XA N2 T 7 AUANOPUESEEER & OFHIC L 54
TIVE R OV A AT LT 78 Wy,
CEmfpEEgEOBMBEREER (X704 KEO
BETHREA T2 EIHER))

7.8 BHEICH o TR BE o ICBIE L, BREkES
ML 2T ks,

8. EELEARANIE

8.1 A G- W 1AV AL E L2 0 ) R L2 s ST
W5 ZEPS, RKEFRGHICFR R ER TR A ERT
LB L TR oG hil 2 B4 5 2 &,

8.2 fifige, WLl hE S o0 T 72 & iE R0 H A LIRS A 58I L
WBEALTLZENDH Y, BEFRY 4 VA, %, 5 IE
BENEIEALT 2 BEND D B DT, ARG
STIHFETA VA, BBSEOEEOFEXHERT S 2 L.
ARFN G- B 12 @ Y) 7 L % ATV ARG R GE O
B EME L uET A, [9.1.1, 11.1.32H]

8.3 &I, IHFhERIEAE. /IS AE S o0 T 705 Rl
23 HbND I ENHLDT, KRG I L TIEE
W MM %479 2 &6 [9.1.2, 11.1.55:)]

8.4 T AR DFEB ITEALT A ENRHLDT, K
FIH GBS LTI E IR O R A (- 3538 0 R
FE)#4TH) T ko [9.1.3. 11.1.651]

8.5 ¥ IEREBEIEA H S5 b ML T EDH L DT, IMiEH
TEIREETE B OBARREME 2170 e & BB OIREE
ISR L 2 b, [11.1.751E]

8.6 T4 4. ALT. AST. BV ILE V%@ FH %0k Tk
BEBEEDNH 5 DLNDLZ ENHDLDT, AHHEIZELT
WEEMICIFERERE 1T 2 8o [11.1.105K]

8.7 MHEMNEEL D SbNDL I ENHLDOT, AN,
WP PR Ik, SO RFIREIRE o 1cBig 4 5 2
Lo [11.1.112H]

HENERZ2HIBEICEHTIIE

SHE - BEEZEDH2HBE

A BREEAGLTVREE
BREIHIEICL)  BREEFBETLIBENDTD 5,
[8.2. 11.1.3%:H4]

9.1.2 EELBHBERTOH 28%E
MERGR D ZHESLEENLIELBZNDNH 5, [8.3.
11.1.55H]

9.1.3 FERDHZBEXIIZDHREEDH 3 BE
LEMBIESEDORNERT D S5bNDLI DL, (8.4,
11.1.6&M]

9.2 BikEEEETRE

9.2.1 EENBHEEEDH 28E
EEOBREREDD L BREEZ SR E LRI
ML Tz,

9.3 FTieEE=ERE

9.3.1 thEZEL FOFFSREREERE
HH LA b, MAREPELLERT S, [2.2,
16.6.1= 1]

9.
9.1
9.1

9.3.2 BEDOHKEREEEE
WEAEETHE L LI, BEOREL LV [HEIZHILE
L. FEHROBHIC T ERET LT L, MMPREEDS L
A3 5%, [16.6.1=0]

9.4 £JEREEF I DA
ULUR VT REZ2 2O RIS LTl AR G-H B O 54 T 2 —
EMNEEY) 22 4T 2179 KO FRET 52 &, [9.5650]

9.5 iTiE
I AR L C W B D & 5 I i34 5- L 2w
& BWEBTIHREBILIEH (7 v MR HE) . KD
HBE(T v b LB RO, 79 ¥ g s
WA DG INTWDS, [2.4, 9.45H]

9.6 R3lwF
EELOFRER OHAFEORFSEEZEZEE L. BALD
ML ke e T A2 8, B MIZBIF AT AD
BATIIAHTH %,

9.7 NR%E

8D 2 /NMRIR (N Bk D NEEED) . BHE

MvyosO7U > mERC) NTEHRBY > /NE. <
> NIVHERR Y > NEE)

9.7.1 NIRRT R & LZEIRRBIEFER L T,

CEmsMfagEgoBRMBEREER (X704 FEO

BE5THREA TS EESR))

9.7.2 12 R D/NBE 2R E L BRI I L T
WU,

9.8 EEmE
MR SER IS B W T, 65l LD HBE T, Grade 3% DL
FoFERG, W%, REEEG, OEME., H Bk
JESEDIEHEN R D > 720
7#)CTCAE (Common Terminology Criteria for Adverse

Events) version 4.012¥# L %,

10. tBE{EH
KANEFICCYP3AIC L W RREt s 5,
101 FFAZRBGALEVWI &)

s | BRI - RS

W - fabaiT

rhary—) (k&

7« EINASESE)

A NFaFV—)
A4 M) V=

AFH O ik RE A
L IR A 5@
ENbLBLINDD
%o

INHDIHEH O
CYP3AMLEMEM
&0, KH DR
HOHESNS,

7)) AavA T
7TV A, IT
Ny R

*|l T FLIVE N

7 IV
V=N

[2.3.16.7.1.

16.7. 7]

10.2 FREE BRICEETD L)
S 47,55 BRREIR - $5E 0 | T - ek T

CYP3AMLE (R | A M RIES - | = 15 0 355 0
AT A | AL, AIRAARE | CYP3ARLE /1
T enah | SMABEARHD (DL, KAIOR
a0, CYPSAME | #hHEE B,
Vs a sy | EFIDZCESND
ot ] fBr RS 22
iy | Lo RUEBTHM
PR~
sen | TR KO
FAT T Ly | BRHESET DL
o Lo, BHEOKES
,,,,,,,,,,,,,,,,,,, BEICHE L, R
Y T3S OB ER
(7.2, 167221 | 452 &,
A3 F =
(7.2, 16.7.751]
TNaAF =)

S xyzovAvy
[16.7.3Z:HH]
DAVAR IR s

TIVFTE L
[16.7.72]
NI 83V

VA=

TFLEY VR




ITET A L,

JEH 445 FEARIEIR - HEHE | 7 - falRET
TVU—=TT7NV— | REOMAEED L | B I2CYP3A
TN - L. BER g | HEEH A /3 %
[16.7.52%] ENDLBENDEHL | WO HEENTY

DT, BERL AW | 5,

CYP3AFHEMEM

A9 5 IEH]
ANNT LY
V77 ¥y
WA= N 2
[16.7.4. 16.7.7
Z ]

ZRFI O I AR M
T L RhEAES T
LbBENKDH HD
T. CYP3AFFE M
H O 7 WIEHI~ DA
BREEETLHI L,

NS DEH O
CYP3A TN
ZE D KAIOMK
A RESING

tAfavE hFY
v (St. John s
Wort, £~ b -
Ya—rvX-J—

AF D I Ho i FE A
T L. AR
BBLTNDDH DD
T, ERLZVES

A ICCYP3A
FEEHEAET S
WA EEhTw
%O

) B R EET AL,
U ) Wi o B2 ndsd | Himo) 2z &
HU I o BRSBTS
H%.
1. ElfEA

ROEWER DS HbNDH I EDHLDT, BEr+5I1C
T, BEPHEO SN2 ES 2 h1kd 5 7% &
YR LE %47 2 &,

1.1 EXHENER

11.1.1 Him
B AL (0.19%) « LA A (0. 2%) ZE D T 70 HYUIMAS B &
ONDLZEDRDHY ., FBTICE 572G I N TV 5,

11.1.2 BMERAE GHEEAHT)

DHE I, WA, AZEmEAT. BRSO HImERE
WHHbNDLIZEDNDH D,

11.1.3 BRE
Hili 4% (14.5%) « MIIAE (2.9%) S O EEE 70 BEASED S & b
NLEZENH A, Tz, BEFLET A VA, Ktk HIRE
BEOFIEMAL0.1%) DH 5 b b Z Ehd b, [8.2,
9.1.1%H#]

11.1.4 ETHSEMBERIE (PML) GHEAN)

RENF G- B O 54T 31 B E O IREE % 40 12 g ¢
5T b ERREEE FRAIREE, R (B R, DU
). BEEESEOREIRDD HbN-HE121E, MRIIZ &
LERZW R OB EE24T) & L bz, 5% h
IET 575 EOBEY RIEEFTH 2 &,

11.1.5 S5
B (12.3%) « IR ERBAE (22.1%) I/ NR A
(17.1%)ZE0EELZFHINHIHSbNDLZ LDH D,
[8.3. 9.1.2%H]

11.1.6 FEERR
CBEANED(5.4%) « CBERLED(0.7%) « O PEANEER (0.3%)
EOBEELRERDESH 5bNDE I EHH S, 8.4, 9.1.3
2]

11.1.7 BEEARIEAEIREE (0.4%)

BLESEHD SN HA I, EHICHES 2 d L, )
e Ui (AR B ACHEE . B R ER IE (R IRA O 5-55) %479
Ll LI, ERDEET S T TEREDIRE L T4 1 #%2
THZ . B, HEEREERIEEREEIERECH S
bbb ENH L, [8.58H]

11.1.8 @BE (0.9%)

TFI747F - EHEOEELRBBIENH S HLNDL Z LS
H5bo

11.1.9 REHEIRIEIREE (Stevens-JohnsonfEf&EE) (s
ANHH)

11.1.10 AL, FF#aeES (Y RH)

JEA 4. ALT. AST. EVIVE Y@ |5 %055 ks
BENSHSONDLZENH D, [8.65ME]

1.1.11 BEMRRRE(1.6%)

BLEDERD SN2 HA L, WX, WEC T okt
FEMTH o MEMERMEEDS b NG II13%YS
kL. BIERERVE CH ORGSO #Y) 7 ILE %
192k, [8.781H]

1.2 ZOMOEHER

‘ 10%K: e i
10%LL L 5000 | S5%AdM | HIEAH
BZg g, | RIS
L e | A ssede o
LS N
T
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HOH AW 2N IRV AT SN o
(BRKOR Jii S
) —TEE IE 5 B .
i) Bz ¥
) NERBE
EE FE2k
M Je o) T 4 2k
AT == WAE. H
I =k ¥4 0
IiE
BRI ) T A
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A Q0 S R I |
FEpEE K> hrU
AME. B
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s ANIRSE
e 0 o
PR o, Fl
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08 F—
IRSZHR. %
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R s 1) KT, A
2%, UiRhE
o
JliIRER s I
121 &N ] Ik, S | IR R
R Ot B 1fiL
iz
T I8, TR | HAEASEL,
i e (27.3%). | M. fEFL | M. HE
A T JERU R
B
%95, ZOHE. | BvEERT
1% FUIRHAL, | FRERMERZ S
IV FLBE . N JE (Sweet
ol TEEE A
R k95 L
B
RE itk 2%
BRI B A Eahin]es
[ ey ik ESIEHIRT AN
i iR
g efy W% | A K| WO, B
PR O TYMETE | BT E
G oy
IRAE
e s L7
fiff R A A F = 0
1%, wh
RUME S
BfdiE

WROFRE D H b NBEIIE, B IR REZ1TH
5z

R EDOWHIMEETH Z &

14. BALDEE

14.1 EFZMHEFOEE
PTPEZEDHKIIPTPY — F 2S5 Y L TIRHS 5 &
IFRES BT L, PTPY — PORRIZ L b, TSR
DIEEREASI A L, EICI3ZEL%E B 2 L CHEbm i 75
ODEEREELBIET L DD 5D,



15. ZTORDIEE
15.1 ERERERICE D 158

A TNF =T OMPHEED FRI v, HInFER 05

BHE L R B EAD RO SN L OMED D Lo

16. ZEYEIRE

16.1 Mgk

16.1.1 BRI HAMRABERMESERE
FEFE T e TR A B M M AE 5 12 A 7V F = 7 140mg™) ~
560mg# Hi L ARG Lz b & g 1 7= 7
BRI L ST, 15 1R1~ 205 (i) 1 R L
A~ CPI9ME) DI 2 T2k L 720 A4 7V F =7
D Cras 2 WAUCIH BRI Z B AR & Vs, HEOBEINIIEE - THY
U720 RAEREIH% 512 X 2 BARERIZL 6K TH > 720 Y
BRUIHAMEABHRMEERECA TV FZJEBERIE
RERORS L& OEYEIE/NS X — 2 [ FiiE (EERE) ]

qeEn Ja 0 Chnax tomax @ AUCuast t2
PVER T (mg) (ng/mL) (h) (ng - h/mL) (h)
Mo | 3| 4253 2.02 203.64 3.90
+ 2374 | (1.98, 3.95) | + 128.60 | = 1.67
w0 | 3 | 6847 1.82 339.21 5.64
- +14.09 | (1.00, 1.97) | = 7242 | = 1.50
o | o | 7.3 1.97 381.73 6.9
+ 62,15 | (1.00, 3.98) | + 265.26 | = 3.34
ss0 | 6 | 9457 1.48 419.09 7.35.
+ 65.43 | (0.98, 3.92) | * 238.74 | 5.33°
oo | 8| 7750 2.00 383.17 4.60"
. + 58.11 | (0.95, 3.97) | + 189.61 | = 1.86
s60 | 6 | 105.47 2.00 638.96 6.39.
+ 68.60 | (0.97, 4.00) | =+ 476.16 | 4.23°

FA P il = RS a) @ iRE @) . b) ©n=6. ¢) @ f#3IE (n=2)

160 +

140 +

120 +

100 +

TRE(g/mbL)

80 4

60 o

40 o

migpA 7 IF

20 A

—O— 420mg Day 1
420msg Day 8
—@— 560mg Day 1
~--@--- 560msg Day 8

—-O---

8578 (h)

BREXGEAMRABHMRMESEE A JILF = J7420mgR it
560mg% Bi[A] (Day 1) XI$&K1E (Day 8) #OKR5 U /- & 2 DMIE
tha JIVF Z TIREHR (FHE+EERE)
16.1.2 EmEEaEER OB IEERES
12ME A b 2710 A SRS IRFTME O B A N LR ) 78
FREHIA 7T = 714050 ~420mg % 1 H 1Al KAERE %5 L
k&, MEERA TV FZTREETROL B TH T2, ?
BMBERENEEREE LA TVF oI REROBELEEEXD
EAPBNEE/IN T A — &

P & N Cinax tmax ¥ AUClst tre?
w (mg) (ng/mL) (h) (ng - h/mL) (h)
R | Weekd | 0 || 3 2.08 1813 486
Pko | 10H £ 166 | (178, 4.50) | + 1146 | (442, 5.15)"
o | Weekd 275 408 2102
FREHAIpE | Wee : 9
meL | 1A | 2T s | ass 508 | x93 | 083102
Weekl 399 383 1003
#03 | 1nn B0 o6 | 08, 575) |+ 15% 4.88
g
VR | Week 432 387 2070
e | B0 s e |0 543 | = 2200 N/A
Weekl 628 3.91 5134
[EARRUL 20181 ep | (Lo, 425) | 4173 WA
e
VT | Week2 678 3.95 623 .
e | 28] 200 | s 51 | =g |44

SIS £ R S, N/A S RE B D T—5 R L

a) Ll (i) . b) ©n=3. c) : fEIfE
12/% DL oo HAR AR O E B AR o ig A& oA 7 v T
= 7140 ~420mg % 1 H 1A ARG L7z & & IisEp 1 7
WFZTEEITEDEBY THolz, 2

BUBEANBERBECA INF_JeRERORSLEZLEED
EMEIRE/NT X — &

W & N Cunax tmax ¥ AUCast e
. (mg) (ng/mL) (h) (ng - h/mL) (h)
WAL | Week? | jo | o | 235 2.00 1313 4.10
Pto | 10A + 261 | (0.8%0, 6.05) | = 1017Y | (1.34, 10.1) ©
CYP3A [
mEsfE | WeekZ | 1y00 | | 158 100 388 5.51
AL | 1HH
) Week? |y | 15| 436 2.00 2034 4.04
j‘{j 1HH =202 | (0.930, 5.00) | + 1805 | (247, 9.04)¢
o
VR | Week2 322 2.22 1610,
e | M0 3] <o | oo 400 | 10107 ND
Week2 ) 98.4, b
g |40 2| Ty | 392 175 | 1060 ND
rjf Week? |y | 15| 289 2.00 1979 4.70
Ve | 1BH + 296 | (1.8, 6.00) | = 12057 | (4.02, 5.70) 7
Week2 | 0 10| 140 2.83 915 4.97
1HH + 124 | (187,538 | * 617 | (4.95 58"
Week? | o0 || 629 2.05 3662 4.92
;’Ej 1HH + 480 | (112, 4.08) | =+ 2392 | (4.46, 5.39)¥
g
B | Week2 242 2.9 1638 o
HE | 20 [ 4] 230 | o2 509 | = 819 5.4

B M £ e, ND Bl S g

a) - HfE (EPH) . b) ©n=20. ¢) :n=10. d) : 1 TNF =T DkE % ET b

OB A - 7205140mgl ik E= S 7z, e) :n=7, f) :n=2, g) : 1 7

F=TERBE SN o7, h) in=1. i) :n=12, j) :n=5. k) :n=4

1) CYPSAMENEH 24 % R 1) 35— )V LR 3 57— L PF RGO
FIVEZEBIRG Lm 3 5 2 & & &z,

16.2 ORIR
16.2.1 RN A TFARNAFEY 7 1 RUBBEDOE

BEFER AL A 7V F = 7'560mg % # A2 2 ON AR 30 LS e 4%
5L, #5028/ #1283C-4 7V F =7 (100ug) % IR
B L EOMINAFTRA ) F 1 IFENZR, 2.9%
(90%CI : 2.1~3.9%) }% 1'7.6%(90%CI : 6.4~9.0%) TH - 72Y
RS A 7V F = 7420mg & R3S L 72 & & O Cumax 2 O
AUCustlE. EHI305. A0 T EHBFI IS Lz &b
# L CHEEIE 12132 2 30~40% M USF960% 1 T L 722
RS TG R ) v A IE /N v SERME ) v oSE RS
WA 7V F = 7420mg % FELHE S L 72 & & O Comax L TAUCo-201
BFED305 LU AT X 2 B LU IR 09 5 (modified fasting?%
H) L7z & Ll LR | 213 2 ZE R 40% K 0560~
70%I AR T L72Y o JHEATF—%)
16.3 2%

47NV F =T Ok MIEEEARKEGEIZIT.3%TH Y, et s/
WEES; (in vitros 50~1000ng/mL) THEAA—E Th - 729 . fith
HANZEC-A 7IVF =7 (100ug) % SlRNFES- L7z & & g IRE
2BV 5 3 MAEFEIL683LY . TR L BEIG RIS ) > 7 1 iR/
INY ORERVEY) VOoSEERE A 7V T = 7420mg % B AR R G-
L7 & EDAPTOHAER (Vdz/F)I1Z10837L T » 727 o (bt
EANTF—%)

16.4 X5

A 7NVF =TI EIZCYP3AL/BIZ X ) A SN 5 (in vitro)™ ¥ o
FHaREwTHsr e Fovr—viEiE, 7V rflFaoy vk
F—¥ BTK) I LTA TVF =T OR1/15DEHEZ 57T .
T NOTF —VROEFIREIZBE T 2RERIT, A TVF 2T
LRRETH 72D

16.5 Bttt

R A2 A 7V F = 7 1480kBq % &t 4 7V F = 7140mg™)
ZHEREL G L7z & & BSREOR90% AT 1685 ] LA [T &
N, R TIRS0%, BTN T TH o720 4 7NF =T DMl
PIE, P TL%, RAICIERRD SN hr o 7210 | RS
BC-A TN F =7 (100ug) & HIRIHX G L2k 20 &g s ) 75>
Z(CL) I, A Ee & OVART305 12 BV CTENZ 62 UT6L/h T
BHot? o R AL TIVF = 7560mg % G Lz 20
AT OLE )T T2 A(CL/F) I, ML R0 1250
TENENIET2RU8TEL/hTdh 729 o« JHEAFT—%)

16.6 HENEREH T HHBE
16.6.1 AFipepE=

BRJEE O BT HERERE 2 (Child-Pugh/238A) BE6HI. P45 o fTHhE
[ (Child-Pugh/3$B) B# 106} OV E FE o T B A % (Child-
Pugh%3#EC) BZSHIZ A 7V F = 7140mg™? % B[l #5135 L 72
& & DO AUCus DA I ME 13 1IEF I RER B s & Lz L C2.7.
8.2 U9 8fE o 7ze T 72 IEREATHE b IFHEAER S DA IZ
SR THEPIHIL ., A A 7V F =T DAUCEE ZN2E
4.1, 9. 8RR UI3MEHINT % &g s n Y o BHEAT—%)
[2.2. 9.3.1, 9.3.2&&]

16.6.2 12mA ED/NE

(EmMRRMEBEEOEMEBEAMEEIR (X701 FHOHRE TR
KR +o855))
125 AL OB PRSP i T8 H 2 ) G & L 72 ENAL O R K
U BT 2 AT A 70 = 73R (16201, 1, 281 iy i) (25
O & RHEFISE BT & JEhE L 720 4 7V F = 7420mgE 1H 1



EREIIHE G- Lz & & SEYBRENT 2 — & offiElid, AR Lk
ANTRBETH - 72,

16.7 EYWHEEIER

16.7.1 A varvJy—n
fERES N (1861 IZCYP3ADEME 2 A5 57 Fa )=V (&
I3« EPIARFE5E) 400mg (4~9H HI2#k5) & 1 7 Vv F =7120mg
B OM0mg™) (221 B R OTH BIC#S) & RS (e i
) L72k &, A4 7IVF =7 DCrmax L WAUCIE Z N ZNFI29 K O
24fERIML 722 o (JHEAT—%) [2.3. 10.131]

16.7.2 KUarvJ—J
B IE 55 3 (2661) ICCYPSADHERM /T 5K a+
—L200mg 1H2[ & 4 7V F = 7140mg 1H1E™ & H#5 L
ol & A TIVF =T DCuac L NAUCIE Z N ZIHI6 . TR U5 . 7THs
L7729 o WEAT—%) (7.2, 10.220]

16.7.3 TUROYA >
BN PEIESE B (2561) ICCYPSAOMEEH AT A1) 20~
43 »500mg 1H3[EE £ 7VvF =7140mg 1H1EF % H k5
L7k &, 4 7V F =7 DCuac e FAUCIZZNZ KIS 4L 83,0
R L2 o GMEAT—%) [10.2201]

16.7.4 U7 7EY >
ERER N (18BI) IZCYP3ADFFEEM 2 /T H) 77 v EV v
600mg (4~13H HI12#%5) & 4 7V F = 7560mg (1 H H K O11H
HIoHeS) # 6% GEER) L2 &, 4 7V F =7 DCrac L O
AUCIZZNZENHL/13 R OL/10LL T LY o BEAT —
%) [10.22H]

16.7.5 JL—T7I—YY 1—2R
TEHERR A (8B1) ICCYP3ADBIENEH A BT 57 L —T T V—r T a
—AEA T NF = T7140mg™V & PG (IR ARE) Lz & A
TWF =T DCoax S FAUCIZF N3 6 L U2 15N L 729
(FHEIANTF— %) [10.2Z:H]

16.7.6 A XTSI —I
RSN 2060 1270 h Ry THEFTH DA AT TV —)40mg
(B~T7THHIZH#E) & 4 7V F = 7560mg(1H B %X O7H Bi#k5) %
BTG G AEr) Lz & 4 7V F = 7 D Crmaxl T5938%1 T4 L
72h%, AUCICEE R ZLIEO SN o712 o (FHEANT—2%)

16.7.7 EBFHNEYBEETINICEE Y IaL—Yar
4 7V F = 7140mg"™ L CYPIAMEEH 2 BT 454 b5 a+
=), 7o) AaxvA4 Ty, KYyaF = NVEFINVFTELE
BEMH G- R ERE) L7234, 4 7V F =7 DAUCIEZFNZh,
#9915, 11, 8.3 U4 MEBIINS 5 2 L HE S N/20 4 TVF =
7560mg & CYPSAMEMHZ2H T 2 7 VARXH I v RO'T7 Y A0
<A Y YRGS GEGER) L2a, 4 7V F =7 DAUCIE
i, ML TROL.5/EHINT 2 2 e sz, £ 70T
= 7560mg & CYP3AFENEM A /T 5 IV XE LY ROLT 7
YL ry xS R ER) L2EE. 4 7V F =7 OAUCK
e, WU/6R UL/ T 5 2 LhffiE sz, 9 [2.3,
7.2, 10.1. 10.2&R]

FEDAF ORE S NP R, [420mg X E560mg % 1 H 1R 1#E5-3

21TH 5,
FE2) BRI A T VT = T R RS Ly 2 O (AR AL,

17. ERPRRZEE

17.1 FHIHROCREMICET 255

(I > /SR IRS (YD STk D NEEEE D))

17.1.1 BHERREABRAIE (55 MHEEER - PCYC-1112-CARER)
1LY A Y P EORNERIEZ A 5\ EBER M) >k
PG/ /N 2 8ERPE ) v SEREZ R E L, + 77V A< T
GEfZE IR 2) 25 & L CARKI420mg % 1A 1A, A3 D305 L
b H 21 DL B 12 % S (modified fasting$%5-) L7z. Hxblk
DOEFEIUTOEBY Tho7zo B, UFHABRISHAANS N
BB ONFIELEY S E IR B AT1856], /Y o SERIE
) Y SIEEEDI0BTH o 72 17
KN F% G- & 7219561 H 17761 (90.8%) I BEIWE AT Sz, &
ZEWEIZ. THI7061(35.9%)  HL3561(17.9%) I ihEkikA e
3141(15.9%) . BAfw2861 (14.4%) . F952441(12.3%) & Td > 720

100 9 — A TWF=T
e S e *27YLRT
90
80
70 "
"
N
3 4 J
8 60 ...
g 50
3
40 A '(
30 [
T
20 Soryney TIVF=T Ak
PREHA) T ITTS NE .
10 4 NF-FE 0215 ¥
(95%CI) (0.146-0317) (I
pi& <.0001
0
0 3 6 9 12 15 (HA)
B
ATWFZT: 195 183 116 38 7
ATPYLRT: 196 161 83 15 1 0

NE : Not Estimable

I EE A 77 HARS (PFS) (D Kaplan-Meierfii#s

17.1.2 EINERARZBRRE (55 1 1H5ER - PCI-32765-JPN-101515%)

TSR R B IE S B 2 R & L. RA & RO
L7z 209 LAK4A20mg A 1H ARG L 7288 > 23k
/N CoSERVED o STEEE (8B1) Tk, TEIASE v b A T EREE
TRAN DG % fkfe L T\ 7ze ZBahEE1362.5% (5/8%)) TdHh - 7=
(95%CI : 24.5~91.5%),

AHN 3 G- S 72861451 (100%) [ZFITEM 25780 Sz, E4R
PERNE, B BRI AEAB] (50.0%) . EIM4%5] (50.0%) « 5595351
(37.5%) T1N43M0(37.5%) % Tdr o 72,

) B B BB A 1T5 H MO 5 % 58 T L 72 Wits

17.1.3 B ERPREERR 5 (55 L #H5EK5% : PCYC-1115-CARER)

RIGROMEE D) ¥ PRI/ /N > 2S8Rk ) 2 RS & 5
%k L. chlorambucil®™ % &g & L CTA#420mg#% 1 H 1% 5 L
720 HRIEOBGRIILTOEBY THoTzo B, LiZalbricil
FANS N7 BHEONFIZIELE Y > /S B EAT12361, /)
VU oSERIEY L SERE DI TH - 721,
ARHFN G- S 721358 114450 (84 . 49%) \ZEIVEF A¥388 & 7z,
FERBEIWERIZ, THI4461(32.6%) . T01861(13.3%) « I H BRI
DHEL6HI(11.9%) . 38951460 (10.4%) 5 CTH > 72, [5.1%K]
HEDINVETTEL) VBT ATV, Y70k A7 7 I FARHBRTY) Y F >
~ 7 (BE AR Z) OB G- OB & %% 53 22177 Gt AR
RAEFSHBVEH,
) AFTIE, KEEN TV RV,

100 — ATWF=T
- lorambucil
90 |
80 =y
-
70 Theay
“e
~ 60 el -
g 4,
2 504 s 1'[
a ) +
40 A ..
1 H--1
Chiorambucil 4 ZLF=7
20 1 $REO*A 18.9 NE
NF—RH 0.161
104 (es%Ch (0.091-0.283)
P& <.0001
0 3 6 H 12 15 18 21 24 2 hA)
ks
ATWFZT: 136 133 130 126 122 98 66 21 2 0
Chlorambucil : 133 121 95 85 74 49 34 10 0 0

NE : Not Estimable

B E A 77 HR (PFS) (O Kaplan-Meieriig

17.1.4 ENERFRZABRAE (55 1 858 © 54179060LEU10015X5%)

RO ) >/ SPEFTIIR/ /) > 7 ERYE ) > 7 SHRIBE™ & % 5
&Ly AHA420meE L H1AES- L7z. Z4551375.0% (6/8%1) TdH
©72(95% CI : 34.9~96.8%). '
ARHDH G- S N7=8H1 4B (100%) \ZRIEHAERO S 7z, T 4H
TERTIE, M/ MEEGRA661 (75.0%) . 1) > 7 SEREINA] (50.0%) «
Jili 9e361 (37.5%) \ Hif i ERELIR 261 (25.0%) . Hifi2i (25.0%) -
TI200(25.0%) . BHER2HI(25.0%) 5 TH - 720 [5. 15 ]
)7V T ) YBRTAT VS ORMIS L 7 b B,
(BEsgM~oO/a7 ) P mERTY > /\TEMRY >/ E)

17.1.5 BHERREABRALIE (BB M AHEBR : PCYC-1127-CARER. T

A LAb/N— 1)

FIGE R I I ER O RFEE~ 7 07y 7)) v ilE S E
BRI, VYR T BEIAFHIEZ)P L T T R (Pbo+R
) AL LTV Y ¥y~ 7 GEIE TR Z )™ & ARA420mg 1
H1E % B S (Tbr + REE) L7z, FEFFMIHE & S 7245600
International Workshop of Waldenstrom’s Macroglobulinemia
(IWWM) & (BETHR) 2D MV FHIE B S HEIC L 5
TH AT IS 1 0 BB A A A7 1) (PES) v UL fili i, Thr + REE T
3 (95%CI : 35.0~NE). Pbo+RH#T20.3% H (95%CI : 13.7~
27.6)TdH Y Ibr+ REETHAFAWIIHBRILEREDRD 57z (0
F— F10.202(95%CI : 0.107~0.380). p<0.0001 (}& Hllog-rank
HE) . 20074E10A17TH =% 71 v b4 7)%,

W)Y Xy~ 7GR TR 2 ) 375me/m? % 551 ~ 408 T 17~ 203D 451

H HIZF8IEE IR N5 L 720

100 4 — AFWFSTFHUVEYRT (br+R)
S- - FSERFIVESTT (Poo+R)
[
904 ¥te
B3
3
80 -
.l
704 el
-,
5 604 v ==
£ 50 Rl T
a0 i..
'
] .
o Poo+R  Ibr+R L LR
o (hA) 203 NE
09 Ng-ri 0202 L
(95%C1) (0.107-0.380)
109 PE <0001
I S o o e L e o e e e et S
0 3 6 9 12 15 18 21 24 27 30 33 36 39hA
Bz
lbr#R: 75 73 69 67 66 60 60 54 40 24 14 9 2 0
Pbo+tR: 75 65 55 49 44 40 34 272 16 7 4 1 0 0

NE : Not Estimable

B FHIE (PFS) OKaplan-Meierhiz



AN G- S 727506411 (85.3%) IZEITEHI 2558 S iz, & (28.6%)  Mfi£6661(25.5%)  M/MTEAEECAE] (24.7%) « E1:58

ZREIWERIE. #E51450 (18.7%) . THI13HI(17.3%) . LEAMME12 B1(22.4%) % CTd - 72, [7.620]
F1(16.0%) « B IE1261(16.0%) . FHEEHRLIIE(14.7%) + HF A Bk GEmEpRBEEOBMBHEAENBER (X704 NEOERSE TR
HRE1061 (13.3%) % CTdh - 72, ERX+a2558))

17.1.6 EINERPRERAHE (55 I 185805%  54179060WAL2002545%) 17.1.10 @5 EEPRAERALHE (55 1 b/ T 4858 : PCYC-1129-CAER)
RIGE L OHRELIEREO RS~ 70 ru 7)) VilERE % 18 L LD 2 71 A4 AR AL IPTIE o 18 S 0 Kk 18 £ 9%
FRE L, U F U~ 7 GEET-HILZ)® & ARH420mg 1H1A % BEERE L, AF420mgx1H1NE S Lz, BEFFMIED T
BERBES L7ze REFHMEE & S 725560 IW WML (SETh) # HNIH Consensus Development Project Criteria(2014)% @
2D MO AR B A E IS X B R (FREM UL EDOER CETHHIH % 25 5L L 7-NIH Consensus Development Project
WIERD O N E DE4) 13287 .5% (14/1661) T - 72 (95%CI : Criteria(2005) %7 12#0 < FEMRMT I 10O &2 331366 . 7%
61.7~98.49%)% (28/42f51) T - 72 (95%CI : 50.5~80.4%)%

ARFN D G- 272166101261 (75.0%) ([ZBIEH A 300 Sz, £ ARHFNDH G- & 7242600 3561 (83.3%) IZBIEH il b7z, £
ZRIERIE. 3895661 (37.5%) « IFHEREGR 461 (25.0%) . Z 9 ZEMERE. 9571961 (45.2%) « FRI11E1(26.2%) . #4451161
FEAESBY (18.8%) . FLBE3BY (18.8%) .\ M/ s A3 (18.8%) « (26.2%) TTNETHI(16.7%) . FHEEAETE(16.7%) . E5GEKG6
I35 (18.8%) 55 T > 726 B1(14.3%) % CTdr - 72, [5.420]

)YV 7 GRET MR Z) 375me/m? % 451~ 4 ) 04517~ 2038 D 451 17.1.11 ERERFRZERAE (55 M55 : 54179060GVH30015K5%)

H HIZESInI IR S L 720 128U LD 270 4 FARAENE SOZIRTTIE D B A A2 PR R k) 1id
(¥ MIVHERRY > /) TRBEE TR E L, AA420megE 1H1REEG L 2o EEEHMIE
17.1.7 BHIEEPRABRR 5 (55 I #HEK5% © PCI-32765-MCL30015%E%) HT#& ANIH Consensus Development Project Criteria(2014)

1LY X YU EORNGEHREEE A T 5 HIEITEGE~ > bV WZHED  EBIRAT R T O R FILT3.7% (14/1961) Tdh - 72
W) SR E AR E L, FAY O A AN EMIEE LTA (95%CT : 48.8~90.9%)? .

#I560mga 1 H1M% G L7z EEEFFMIER & S 7oy 53 %= BHIDF G- & ﬂf‘lQﬁJFﬁlWU (78.9%) \ZEIWER SFED B 7zs F
B&HEIC & 2 MR EA G o p iz, RHI#ETL14.67 H ZEIE . M 22460(21.1%) . TP 4360 (15.8%) « 4453161
(95%CI : 10.4~NE), 74311 5 AHET6.2% A (95%CI : 4.2 (15.8%) . FAGERG2H0(10.5%) « wEIE260 (10.5%) R
~7.9)TH ). RAB CHEIFIICAEERIEEDTED Sz (0N PEE2M1(10.5%) « 3895261 (10.5%) 55 TH » 72 [5.451H]

— F1£0.43(95%CI : 0.32~0.58). p<0.0001 (J&Hllog-rankifse) . )

015442 7 =5 H» b+ 7)P 18. RxhIIF

AFN LG S A7 13961 d 11561 (82.7%) 1AM ATR 0 5 1 18.1 fER#E ‘

7ro EREWER X, FHI2TH(19.4%) . FE5722060 (15.8%) . il T b BT E Y &5 =2 (BTK) I, BAEEIES OS5,
AMEIRAE20) (14.4%) o I EkiEAE1851 (12.9%) . B 11561 S BY S 2 BMIRL 24 16 (BCR) . R UBAAB sk, 3576 %5
(10.8%) . 5351440 (10.1%) « FEfE14450(10.1%) % TdH > 720 5T 57 €A VZEROTRINET 22 77 VT Th
E)ARITIX, FASTY ARIEY Y MVHILY >3RS % s T E bo ATNF=T1E, BTKOGEWIAZH B v AT A U FREE &t

ERTWAV, HiEA L. BTKOFF—EiEH 2 HE L 72,

17.1.8 EPIERBREABRAHE (55 1 4855 : PCI-32765-MCL20025%58) 18.2 MR
1LY A Y BLESL Y A ¥ BT O BIGHIEE % 4§ 5 P56 L MG T In vitroRRIZB VT, A 70 F =71, 2 &S F L
<2 MVRRLY oS AR & L. AFI560me & 1 H 1S L (CLL) B sk OCLLAMNG K U7 b > Vil ) >/ i (MCL)
Foo ZERHFRIE8T.5% (14/1661) T 7= (90%CT : 65.6~97.7%)% . HIS MG # (Mino, Jeko-1%F) O#EIE & JIHI L 7220 %0 o F7c,
ARHIDHE G 2 1172166411561 (93 .8%) 1= RIfEFI 25280 & 7-. & CLLA&# HROCLLAIL I 01 & b MCLH A AL # (Mino J OF
ZEIVER L, FRISH(31.3%) . 1194450 (25.0%) . 4 1md Jeko—1) DL J OA% & [ L 7220 20 o
(25.00%) . IM/NBTHAESB (18.8%) . EAGHAESE (18.8%) . %45 In vivoRBRIZB T, A 7V T =718, ¥ ACLLABRTCLL-
3651 (18.8%) . 55731 (18.8%) 4 CTdh - 770 192/l % NERE N HE L 72 BEAE M & Sy AN 4 (SCID) ¥ 7 A 2B W

17.1.9 EREHEIEEFRRER R (55 MHE - PCI-32765MCL30025% T, R A O TCLI-1925M 8 o a5l % ¥ L 722 o F 72, Mino
ER) Mtk % %%HJRV\] IZRHE L 72SCID~ 7 A 1235\, Minofflifiu i %
Ann Arborf . MXIINVEIT, 65m M EoKiBEDO~ > ML e
MRy > SEBES230 (HARANLB A GE) 20 RE L, Ny 18.3 @B MEERICX T 21ER \

KAF HEEEH L ) Y F < 7 GRIZ TR 2) Off R (BRP) In vivoRlBIZB VT, A7V F = 71T R UBM#ML A S E 12
T, A#1560mg (Ibr + BREE) Xix 77 £ (Pho + BREE) % 1 H 1] Y59 %~ 7 AR IERE AL 6 fig £ T 7V (LP/] O il L &
TS L7 T EEFE H T % Revised Response Criteria C57BL/6I2#Ail. X 1ZC57BL/6 D& #ififig # B10. BRIZ&HAH) TD
for Malignant Lymphoma (Revised RC) 235 < HERTH 24 [ i1 TEVEREHEF *h fE EIRAEIR GREZIE . S K OF o L) % o
SENT & 2 S BT I 15 0D A B A A7 TR > PR 1, Thr + BRE: L. SBEFMEER LY .

0, —~ 0,
©80.6% H (95%CI : 61.9~NE), Pbo+BR#T52.9% H (95%CT 19. B ET BB LEA

43.7~71.0)TH 1) . Ibr + BREETHEIAMICE ERILENTED 5
N7z [N — FIE0.75(95%CI : 0.59~0.96). p=0.011 (& Hlllog-
rank#5E) 1% .

— xR H 1 A4 7V F =7 (Ibrutinib)
1b54 : 1- {(3R) -3~ [4- Amino-3- (4-phenoxyphenyl) -1/-pyrazolo

)Ny 50 A 2 G EEOme/mP A 16 4 2 VBT 02 H. U e [3,4-d]pyrimidin-1-yl] piperidin-1-ylf prop-2-en-1-one
%07 RETHIR) 3T5me/m*% H1~6 1 7 VOHLH BIZ2E AT CollaNiO2
PBIRPHES 5 = L L SNe E12, 694 7 VAT HIZE R SFE 44050
(CR) X543 (PR) 20 L 7= MRS 1, MRS E LT v %5 IR FIBORE
~7 GIETF## 2) 375me/m*% H8~30% 1 7 VOBLA B (2% 1 7 b T e -
E)RKIZBIFARA G2 2 L L shz,
1004 'E,A —O— ATWFZT+ANVELRFY-JYFIIT(br+BR)
904 v --A-- TSER+NVHLRAFY UYEITT(Pbo+BR)

80 -
™7 Bl 149~158C
SEAREL 0 3.97(Log P, 1-F 2 %/ — )v/pHT#EE )

60

& o BIRYE D D ATV ANERT Y FIZETRT L A = VIZReRE
2 FR9 <, TR MU VIZRREITIZ L, KIZIZEA
40 EET v,
20+ ™ 20. BV EDEE
0 wxmonm  se . se INEDOTFOIED R VE ZAHITBRETHZ
NY—Ft 0.75 _
104 (95%CH (0.59-0.96) 21. g(g}g%ﬁ:
P& . et T = Apen N - -
o o BESE ) A 2 AN A RO b YIS ERT S Z L,
D s » o
- HBR (=) 4% 7V [14% 74V (PTP) x1]
lbr+BR 261 228 207 191 182 167 152 139 130 120 115 106 95 78 39 11 O
Pbo+BR 262 226 199 177 166 158 148 135 119 109 103 98 90 78 41 1m0

IS A 77 HARS (PFS) MKaplan-Meierihifg

AFN AP G- S 7225960 (H AR N6H % & dr) th23761 (91.5%) (2 El
TERD RO b iz, EREIWERIE, 3629661 (37.1%) . #7441




23. EEXW

1)

2)

27)
28)

29)
30)

3D)
32)

33)

MAER A 7V F =70 EMNEIHRAR (PCI-32765-
JPN-101) (20164E3H28H#&#E, CTD2.7.6.2)

HER A TV F = T OEINE A RER (54179060GVH3001)
(20214F9H 27 H AR, CTD2.7.6.2)

HWER A TNVNFZTONLFTTRL T T4 R UE
FOPBOME (PCI-32765CLL1011) (201643 H 28 H K7,
CTD2.7.6.9)

HHNEH A7V FoToEBHEOEEO K (PCI-
32765CLL1001) (201643 H 28 HA&RE. CTD2.7.6.7)
ANEEL D A TV F =7 Os T/ THE R ER (PCYC-1102-
CA) (20164E3H28H %72, CTD2.7.6.3)

MR A 7V F = 7 O IR AR A FEOBE (12-083-Hu-
X-PB) (20164£3)J28H 74z, CTD2.7.2.1.1.3)

HHER e NCYPEBRAZH WA 7 VF =70
HroME (12-013-Hu-X-MT) (20164E3 A28 H A& 2.,
CTD2.6.4.5.1.3)

HPER D v MIFI 20— A R OCYPREIHER = H v
724 7T =7 ORH oG (12-014-Hu-X-MT) (201643 H
28HAFE, CTD2.6.4.5.1.3)

FPVEE © 4 7 F = 7R O BEG O MET (13-047-Hu-
X-ENZ) (20164£3A28 H7&#E. CTD2.6.2.2.3)

HEER ATV FZTDOYANT Y ZOKRE (PCI-
32765CLL1004) (20164E3 28 H7#&EE. CTD2.7.6.6)
B FEEREERRE BT 24 TV F =T 0
W B RE DA (PCI-32765CLL1006) (20164£3 H 28 H & 74,
CTD2.7.6.10)

HPWER A 7N F =T s ar = VOB O
#(PCI-32765CLL1002) (201643 H 28 H &7, CTD2.7.6.5)
HHER A TNV FoTER)aF =V RO ) 207 A
¥ v OIEYAEAE A o (PCI-32765LYM1003)

HWER A TN TF =T ) 77 v EY r OFEYHEAER O
71 (PCI-32765CLL1010) (20164328 H G2, CTD2.7.6.8)
HWNEE A TNV F =T F AT 5= VOEYHEEHO
Heat (PCI-32765CLL1005)

TEAER R EYEIREE T VICL D TV F =T D
WAHEAEH Ok (20164E3 A 28 HA&FE, CTD2.7.2.2)

Byrd JC, et al.: N Engl J] Med. 2014; 371: 213-223
FERER A 7V F =7 OEs S A EER (PCYC-1115-CA)
FPVEEL © 4 7T = 7T OREINE TSR (54179060LEU1001)
Owen RG, et al. : Br J Haematol. 2013; 160(2):171-176
FEER A 7T =T OHEIEE AR ER (PCYC-1127-CA)
(20224F12H23H &z, CTD2.7.6.1)

MR - A 7VF = 7 O EIN S TSR (54179060W AL2002)
(2022412 H 23 H K72, CTD2.7.6.2)

HNER A TV F =T oM E AR R (PCI-32765-
MCL3001) (20164£12H2H %352, CTD2.7.6.3)

HHEFR A 7V F = 7O EMNE T HRE (PCI-32765-
MCL2002) (20164E12H2HA&F2. CTD2.7.6.1)

FENER} - A 7OV T = 7 OEIBEIEF A AR ER (PCT-32765MCL
3002)

Lee SJ, Wolff D, Kitko C, et al.: Biol Blood Marrow
Transplant. 2015; 21: 984-999

Pavletic SZ, Martin P, Lee SJ, et al.: Biol Blood Marrow
Transplant. 2006; 12: 252-266

HNERL A 7V F =T OUEIE Th/ TARRER(PCYC-1129-CA)
(2021479 H27THA&ZL, CTD2.7.6.1)

Ponader S, et al.: Blood. 2012; 119: 1182-1189

R D v b MOVHIRL Y > S FR SRR R L0 % A
TNF =7 OVER (2016412 2H 4G, CTD2.6.2.2.1.4)

de Rooij MFM, et al.: Blood. 2012; 119: 2590-2594
MEPVER b by MV Y oo ST SR B AR o0 SRAR RS A
T AETFVIIRT B A TIVF =T OVER (20164512 F 2 H 7%
2. CTD2.6.2.2.2.2)

Dubovsky JA, Flynn R, Du J, et al.: J Clin Invest. 2014;
124(11): 4867-4876

24, XHEEKERUBEWEDESE
Yoy 77 —~<HRASH ATAAINA T A=Y a ks —
T101-0065  HUEAR-T-1X I X P 4t [ 3-5-2
7)) —=F4Y¥) 0120-183-275
https://www .janssenpro.jp

26. BERRTEES

26.1

ShEHRFET

R A e 5 e s i
T101-0065  HUHCHR T H X P Al HH13-5-2

BUEARFE T

Yoty 77—kt
T101-0065 RFART X HXFaf#H 3-5-2
HFERR

Pharmacyclics LLC

AN
janssen )'

~(Bharnma

cyclics:

An AbbVie Company



