PN
* 3% 20254 11 A ST (458
* 20254E3 HELET
Br & =R H A 7 i o R
HxhEAR - 247 A 874291

MBMEEER (T)V b BFOY > X —EEEH)
Bl 1TWVFZThT RN

T ALIIEN 57210140mg

®
IMBRUVICA® Capsules AT 5 | 22800AMX00387000

MHEH - IS OLS &I XY T2 2k W 201645
| ma (&M% MBS OREBEAREER (2701 FHO
= s e BETHRTRTDLHA))

AL, RERIH-MTTE SEAMEBI- BT, 5.4 [17. BRBAOEOWE # BA L FAOH IR O
S &EBEIEEOBRXLEMAMRBHECHL T FRPEE TSR L7 LT, HIBREORRET)
FEE - BEREFOEMDS LT 2&%‘]_@3‘15#1@ o [17.1.10. 17.1.11%H)
IEHBENBERICOVTOIIETHE, FFe L

RERIIAICET 5. BERIZORECHDERVE 6. AARVAE

it +ABBEL. ABEEBTPSRETEIL, (1B >/ SHEEIR (I > NERE Y S NEBERT) . RE

o070 7 Y MERGY) >N\ EMEY > /N8
2. BE(ROBEICIIHBELEW &) WAL WA A 7T =7 L C420meE LR
2.1 FAO BN LBHAEOBEED S 2 B BT Be LB, BEROREI L) BEMET 2.
2.2 WL LRSS 2 859,31, 16.6.1 (7> hviii ) > N
e pisiyet WRER 07 v % ¥~ 7 GEE TR 2)
2.3 Ve, A FaFy—N, #5120 N ST AAT AERIR RO F YT (R AR
R AT A SO A EORRIC BT, . A4 7L F =7k LT
[10 1 16 7 1 16 7 7;//:%575‘{] 560mg%151@7f§ﬂ?7’35‘@_%o &B\ 1%\%®’|k%§c:; V)
o T s Vel 55w MRS 5o

2.4 JEIRSLITHEIR LV 2 WHEHE D & 2 K9, 52 1H] BEY L H AN OB A

WHEL BACEA TV F =7 L LC560mg % 1 H1E#E

3. #k - 1K B 2. . BEORIES L) BERES 5.
3.1 4R (EMSMPBEEDBMBEEAREETR (X704 KEO
iened A LT NEA A T ) 140mg BETHER+AEES))
| (LB TRV W AR CI2EL Eo/RNEIZIEA T vF =T LT
BRI | 5 F = 7 140mg 420mg# 1 H AR S5 20 25, BHEOKREIZLY
(REW) SEVE—A, ZJHRAN VAT WHHET o
|20 PO T VRS RO Ay AT 7. BARVARCEET 518
! LA NV N o 2
(B TENKEE) BILF 5. £TF ¥ (ohResti@) - ‘
PE— 7.1 Grade 3" DL L ORIEHNFEB L 723581218, Grade 1
3.2 BEIDOMHR UTRHETS2ETCARAxRET L2 L, BT A2EE
o - FE | BEAREHOSE S 7Ry 12, UToHZE2 2 | 0@e X dhikd5 2 &,
##)CTCAE (Common Terminology Criteria for Adverse
] Events)version 4.012# L 5%,
M - “!“hmrﬂ AERSOBRR
Kx s 118 e > BB 3
1B > S
spmy | W usuTY
F& 121 7mm [EE D 7.6mm HEE : 426mg VIMFER N VoSIEE |~ v R VHIEEY) v SiE
et i M) > 7SI

WA~ |ibr 140me PR 7
4. MEEXIIHMER I 1 H1[1420mg 1 H11560mg

@3] ‘//\"'I&"El“ﬂﬂﬁ‘(']\') ‘//\"Iiﬁﬁ YoNEEED) 20| 1H1H280mg 1H1[420mg

ORFEMEYI7OTRT Y MERTY > /\HHEERY > 30 1 H1[140mg 1 H 1[280mg

JNRE e
O > LBk Y > /38 Ale B
MRS ERE ORILERE A EER (X701 FA 7.2 DT OCYP3ABENEM & 413 2 3640 & 0F 5 2 61
DEG THRA+R £15E) d. AAOMPRES LR D BN H D20, B
5. MEER ISR ICEEYT B WL TRD L) I $HZ Lo ] ’
ASMEY S NMEE IR (Y 2 ERMED S SEESD)) CYP3ARRERI & DHFABORAERMHELE
5.1 RiGEOEYE) S EEIE VN o SEREE) o8B R & AL 8 P51k

&) OYE ., T17. KRB I OHEONEEZHM L. KEOFH T e N N —

- o ~ N . 2 HAEIE N | R) a3+ (4 7TV F =7 LT

RIVE N OV 4 Hor (B L 72 T RHIDSL oD ]1) !‘//\"EE;%‘]Q]I) ;l/:'/\"giﬁ;;é\ - 140mg#% 1 H 1 FI 18

FEREIZOWTHEREIRFT L. BIOEFEOEIREITH 2 &, ). EE~sas o 543z &,

[17.1.3, 17.1.4ZH] 7)Y MUAE R O /8T [10.2, 16.7.25H]
(=2 MIVEEREY > /NE) Bl 2 Y ey S 5 = s L
5.2 M7 AL RO IS & 7 2 RGO~ R ViKY IRl > 2 HE — 140mg % 1 H 1[I 145

VOSEIZ BT A ARFN OB K L&A L T 5452k,

v, [10.2. 16.7.72H]

5.3 Ann Arbor/ i I Mo RGHE DO~ >~ MIVHIIEY >~/ E
2BV B RHNOFRE R 02 4PN LT,




IS IE S e S ERaCRiN
EEEM R Eo®R | K)aF |4 TV F =T LT
PRS0 7 R (A7 | — )L 280mg# 1 H 1[I #%
oA FH OGS TRH 545z,

N5 e i) [10.22:8]
KYyarv|4A 7 vF=7L LT
— ) 140mg# 1 H 1 mEE 42
[10.2, 16.7. 78]

* (I8 /MRS (D 2 NERIEY D NEEEET))

* k7.3 XA L7 T AN OPUEMIELGR E oI L DR

R B N2 VRIS LT Ze v,
(EM~sOs7070)  IMERTY > NTEMEY >N
[

7.4 )Y X7 (EHE L) OB G 05K EE 256 % R
&, VYRR TGEIETHBZ) EBEHES T AL,
7.5 VU F <7 GERETHEEZ) DA O PUEMERESH] &

BERNZ & B ARE R O IS RET L Cvle v,
(CRBED~ > MNViERAY 2 /NEE)

7.6 KRF L O T 2 PUEBEELEFIE IOV, [17. BRRK
WIOHEOWNE, FRICHER OHEE T3 8 i L7 ¢
5452 &, [17.1.92M]

* (FRIHAMDOY > NV >/ E)

7.7 XA N2 T 7 AUANOPUESEEER & OFHIC L 24
U F O 22 4R VAT L T Ze o,

GEmErEZiEEOBEBERNEER (X704 FEO

BETCHER T2 EHE))

7.8 {BEICH o TIRB L T lcBig L, Bk r
MEEL ez &,

8. EELEARANIE

8.1 AHI G- W 1AV ALE L2 0 5 R L2 s ST
W I EPS, RKEFERGHICFH R ERFER R ERY
LB L TEARR oG hil 2 BT 5 2 &,

8.2 fifige, WRIfiLhE S o0 T 5 70 & e iE R0 H A LIRS A S8 I L
WBEALTLZENDH Y, BEFRY 4 VA, . 5IE
BENFIEALT 2 BEND D B DT, ARG
STIHFETANVA, BBESEOEEOFELERT S 2 L.
ARFN% 5B 2@ Y) 7 L 2 ATV ARG R GE O
B EME L uET A, [9.1.1, 11.1.32H]

8.3 I, WHFhERIEAE. /IS AE S5 o0 T 70 5 Rl
23 HbND I ENDHLDT, KRG I L TIEE
W MM %479 2 &6 [9.1.2, 11.1.55)]

8.4 T ANMIRAFEB ITEALT AL ENHLDT, K
FIHB GBS LTI E IR O R A (- 3538 0 3 iR
FE)24TH) T ko [9.1.3, 11.1.651]

8.5 ¥ IEREBEIEAH S5 b N L T EDH L DT, IMiEH
TEIREWETE B OB REME 2179 e & BB OIRER
ISR T L 2 b, [11.1.751E]

8.6 T4 4. ALT. AST. BV ILE V&% FH %0k Tk
BEREENH 5 bNDL I EDNHDLDT, AHFHLEIZELT
WEEMICIFERERE 1T 2 Lo [11.1.105]

8.7 MHEMNEELDH SDbNDE I ENHLDOT, AN,
WP PR Ik, SO RRIREIRE o IC8ig 4 5 2
Lo [11.1.11%H)]

HENERZ2HIBEICEHTIIE

SHE - BEEZEDH2HBE

A BREEAGFLTVREE
BREIEIEICL)  BREENEET L2 BENDTD 5,
[8.2. 11.1.3Z%:H]

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

9.1.3 FERDHZBEXIIZDHREEDH 32 BE
LEMBIEDOARNERI D S5bNDLI DL, (8.4,
11.1.6&H#]

9.2 BiEEEERE

9.2.1 EENBHEREEDH 28E
EEOBREREDD L2 BREEZ SR E LRI
ML Tz,

9.3 FTieEE=ERE

9.3.1 thEZEL FOFFSHEREERE
HH LA b, MAREPELLERT S, [2.2,
16.6.1& ]

9.
9.1
9.1

9.3.2 BEDH#EEEESEE
WEEEETAHL LD, BEDOIREZ L HEEICHE
L. BEHROFBHIC T ERET LT L, MMPEEDS L
H42, [16.6.12H]
9.4 4£JEREEF I DA
TFURTT RE 22 2PV RT LTl AFIFR G i O 548 T —
EMNEEY) 22 4T 2179 KO FRET 5 2 &, [9.5658]
9.5 iTiE
I AR L C W B0 & 5 12 i34 5- L 2w
& BWEBCTHREBILIEH (7 v MR E) . KD
BFEE(T v b D GIIEROTIE. 79 lgaio
WA) DG INTWD, [2.4, 9.45H]
9.6 ®3LF
EELOFREROHAFREORFREEEZEE L. BALD
MR I I B e A2k, B MBI AT TFAD
BATIIAHTH %0
9.7 NRZE
(MY >/ \MRIR N CNEMY D NEEED) . BRE
MvyOosO7UCmERT) NTEHRBY > /NE. <
> MIvilila Y > NEE)
9.7.1 NEEE R & LR RBITFER L Ty,
GCEmMfagEgOBRMBEREER (X704 K& O
BE5THREA TS EES))
9.7.2 12 R D/NREE R E L BRREEIT I L T
WU,
9.8 EiE
TR SER IS B W T 65l LD B E T, Grade 37 L4
FoFERG, W%, REEEG, OEMBE, H Bk
JESEDOIEHENFE D > 720
7£)CTCAE (Common Terminology Criteria for Adverse
Events)version 4.012# L %,

10. tBE{EH
AFNEFNCYP3AIC L DR E N5,
101 FRAZR(BFALEVLC L)
WH 75 BRPRAEIR - $5i& )7 | Ww - fabaiRT
FharFy—n & AFOMAEESE s oA O

n
1) ENARSESE) | A L. BIER 2 5R | CYP3A FLE/E M
ANTAFV—N | ENBEBENDTD X0, KAOMK
A4 M) V= 5o HAHESN D,
sy AaxA
7IVA, TT
Vv R
Y hMLIVEL
7 IV
a— )N
[2.3,16.7.1.
16.7.751H]

10.2 FREE BRICEE TS L)

T —

A

BEERAEIR - H5 18 1

W - fabii 1

CYP3AMEMEH
A B 3

) N FENVEER
B

R AN
oA
VA%
IV
KAT T LS
<)%

Ky arv—i
[7.2, 16.7.2&:H]
R afv—u
[7.2. 16.7.7%H]
TN aF =)

) AuvA T
[16.7.32M]
DavAsRy s by
INVFTE A
[16.7.7218]
N8IV
TIiFyuy

T7TLES Vb

ARH) O i L EE A
AL BIER 2sHE 58
ENDLBENDLD D
DT, CYP3ARHZ
TEH @ 72 W EEHI~ D
REBEL*ERET S
Lo RUESTOHH
T HEIZIE, AHID
WEEZETLE L
Lo, BEORES
TEEICBIZE L., RIE
HAOZBU S
THI L,

IS 0EH
CYP3AHEEH
&0, RKHAIOR
HHHE S NS,




IEBETHI L,

JEH 4455 FEARIEIR - #EAE | 7 - falRRET
TVU—=TTN— | REOMAEED L | B ICCYP3A
N - L. BER g | HEEH AR5 %
[16.7.52] ENDLBENDEHL |G HEEFNTY

DT, BERL AW | 5,

CYP3AFEMEM

AT 5 3EH]
AINWNT LY
DR VRS
/2 S N N
[16.7.4. 16.7.7
Z ]

AF O I e B AV
TL. ARARES S
BBTNDDH DD
T, CYP3AFFESE
D7 WIEFI~ DL
BEEET DL L,

NS 0EHO
CYP3AFENEH
ZED . KEIOMK
HEAES D

tAfavt ¥y
v (St. John' s
Wort, £~ b -
Ja—rRAX -

AF D 1M1 Ho i FE A
T L. AR
BTNV DH DD
T, HERLZEVES

T IZCYP3A
FEEMEHT D
B AEER T
%o

) &AL EETHI L,
LBt 7] WO B2 0 ds b | HimoY) Az &8
N T Bo RSB
H%bo
1. ElfEA

ROEWER DS HbNDH I EDHDLDT, BlEE+5I1C
T, BEPEO SN2 ES 2 h1kd 5 7% &
YR LEx47H 2 &,
1.1 EXLHEMER
11.1.1 Hm

B AL (0.19) « 5 ABAE A (0. 2%) ZE D FHEE 72 HUMAS B &
ONDLZEDRDHY ., FBTICE 572G I N TV 5,
11.1.2 BMERAE GHEEAHA)

DHE I, WEAR., AZEEAT. BRSO A ImERE
WHHbNDLIZEDNDH D,
11.1.3 BREE

Fili g% (14.5%) « MIIAE (2.9%) S O EEE 70 BEALED S & b
NLEZENH D, Tz, BEFLEY A VA, Ktk HIRE
BEOFIEMAL0.1%)H5bN b Ehd b, [8.2,
9.1.1%H#]
11.1.4 ETHSEMBERIE (PML) GHEEAN)

RHNF G- B O 54T B\ B E O IREE % 40 12 g ¢
5T b ERREEE FRAIREE ., RREUER (B R, UK
). BEEESEORIRDSD S b A1 1E, MRIIC &
HEGEZW R O ERRRAEZ1T) L & b, 5 %%
LT 275 EOBEY RIEEFTH 2 &,
11.1.5 S5

B (12.3%) « IR ERBAE (22.1%) I/ A
(17.1%) S0 EELBEHINFI N S bNEZ EDH 5,
[8.3. 9.1.2%:M]
11.1.6 FEERR

CBEANED(5.4%) « LBERLED(0.7%) « U= TEANEER (0.3%)
EOBEELRERDESH 5bNDE I EHNH S, 8.4, 9.1.3
2]
11.1.7 BEEARIEAEIREE (0.4%)

BN b NEAEICI, EHIcHkGERIEL., #Y)
e Ui (AR B ACHE . R ER IE (R IRA O 5-55) 479
Ll LI, SERDEEST A I TEEOIRREELY T ICBlIE
TAHEIE, HB., EELIESREEGEEIESEICH S
bbb ENDH L, [8.58H]
11.1.8 @BE (0.9%)

TF 74 7% —HOEELRBBIENH LD Z LS
Hbo
11.1.9 REHEIRIEREE (Stevens-JohnsonfEf&EE) (s
ANHH)
11.1.10 AL, FF#aeES (HERH)

JEA 4. ALT. AST. BV IVE Y% -5 %05 FFHhs
BENDHLLNLIEDH L, [8.65MH]
1.1.11 BEMRHRR(1.6%)

BEHFRO SN HGAEIE MEXE. MECTE ok
wFEMTH o MEMEMEED SN G113
kL. BIERERVE YR ORGSO #EY) 7 ILE %
11792k, [8.751H]

& 3k

1.2 ZOOEER

. 109% i - .
10% L0t 6Ll |- 5%AM | BHEEAH
B ke, | RS
RS O ;;ﬁ@@ %g%ﬁ‘
[ S S Sy 3 |ELEZ e 57NN
A U Y
T
B, B TR M ENE A
K OFEIA W R E L. ) v
O 2 TRV DA N
(B R OR 8] 5T R
) — TG JiE 5 B
) Bz I8 9
) NERBE
TIAE. FE#
I e U8 1% 47 2k
VN REE WAE.
I Bk B8
fiE
BRGIGE | KA ) A
I JE .
T OV PRERIE |
T (LT R
ZMAE Hi
Vi
e ASHRAE
UG 7B
4% 7 [ o Fv, K
A e M= oo —
8T —
IREZRE. %
. B D
Hi fo i) JIES AN
% IR
i
IS R LA
Mg T R, S | I R
1% UNKiERR 1fiL
[
T I g8, W | HAEAS R,
o g i (27.3%). | M. RS |9, H
PR RPN
P
LR AN Z O FENE | BB
1% SR, | ArERME R S
RO N
AL S | e
k95 . | R %%
B
W ik o%
i E iR M E A R 5
O B ik SRR
ik e
—fk - 2 | BB K| J)E. R
R = UM% FIEAE | T IS
R Y VAD)
R
e s L7
iR AR F = B
B, i i
T O RLiE A
BEE

WROFE DD b b HEITIE,
% EOWMYIEIEEIT) Lo

14. BALDEE

14.1 EFZMEFOEE
PTPEZEDHKIIPTPY — F 2S5 Y L TIRHS 5 &
HFRES BT L, PTPY — PORRIZ L b, TSI
DIEEREASI A L, EISI3ZEL%E B 2 L CHERm i 75
DEELREELHIET L DD 5D,

5 ICIRBHORAE 2 179



15. ZTORDIEE
15.1 ERERERICE D 15

A TNF =T OMPHEED FFIC v, BInFER OB
RS L 7 HEIMHFRD SN L OMEDD Do

16. EHENE

16.1 Mgk

16.1.1 BRI HAMRABERMEERE
FEFE T e TR M RAB M MRS 12 A 7V F = 7 140mg™) ~
560mg# Hi L RAER OG- Lz & & g A 7V F = 7
FEIEHEIC L &3, B 5151~ 200 (Fp o) (IR E e R (2 L,
4~ CPIOME) DI L T e L7ze ¥ A 7V F =7
DCras 2 WAUCIH R Z B AR & WS, HEOBEINIIEE - TH
U720 RAEREH% 512 X 2 BAERIZL 6K TH > 720 Y
BREIHAMRABMRMEERE (A JIVF - JEBAERIL
RERORS L& OEYEIRE/NT X — 2 [FiiE (EERE) ]

dsE M N Crnax tomax ¥ AUCast tuz
okt (mg) (ng/mL) (h) (ng * h/mL) (h)
140 3 42.53 2.02 203.64 3.90
+ 23.74 | (1.98, 3.95) + 128.60 + 1.67
280 3 68.47 1.82 339.21 5.64
1B E + 14.09 (1.00, 1.97) + 72.42 + 1.50
420 9 87.33 1.97 381.73 6.99"
+ 62.15 (1.00, 3.98) + 265.26 + 3.3
560 6 94.57 1.48 419.09 7.35.
+ 65.43 | (0.98, 3.92) + 238.74 5.33¢
420 3 77.50 2.00 383.17 4.60"
SHH + 58.11 (0.95, 3.97) + 189.61 + 1.86
560 6 105.47 2.00 638.96 6.39,
+ 68.60 (0.97, 4.00) + 476.16 4.23°

AP il = R a) 0 dRE @B . b) ©n=6. ¢ @ f#3IE (n=2)

160 +

140 o

120 +

100 +

TRE(g/mbL)

80 4

60 o

40 +

migpA 7 IF

20 A

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

—-O---

8578 (h)

BREXGHEAMRABHMRMEZEE A JILF = J7420mgR it
560mg% Bi[E] (Day 1) XI$&K1E (Day 8) #OKR5 U /- & 2 DMIE
thA JIVF Z TIREHR (FHE+EERE)
16.1.2 EmEEaEER OB IEERES
12RE A B 27 10 A SRS IRFTME 0 B A N LR 78
FREHIA 7T = 71405 ~420mg % 1 H 1A AERE %5 L
&, MAERA TVFZTREETROL B TH T2, ?
EBMBERENEEREE A TVF o JaREROBRELEEEXD
EYENEE/INT X — 4

e & N Crnax tmax ¥ AUCest tre?
fa (mg) (ng/mL) (h) (ng - h/mL) (h)
R | Weekl | 0 || 3 2.08 1943 4%
Pko | 10H £ 166 | (178, 4.50) | * 1146 | (4.42, 5157
o Week2 75 408 2102
FRZEFHpf | VWee . 9
meL | 1A | 2T s | ass 508 | x93 | 083102
Weekl 399 383 4003
93 | 188 B0 o6 | 0 575) |+ 15% 4.88
g
VR | Week 43 387 270
mE | 2014 2 |4 o549 | = 201 N/A
Weekl 628 391 5134
7%3 | n 20181 ep | (o7, 425) | = 4173 WA
e
VR | Week 678 3% 623 o
e | 28] s | san | g | 5456

SEAN I £ RS, N/A SR RE B D T—5 R L

a) Ll (i) . b) ©n=3. c) : fEIfE
12/% DL oo HAR AR O E B AR g & o1 7 v T
= 7140 ~420mg % 1 H 1A ARG L7z & & IEp 1 7
WFZTEEITEDEBY THolze 2

BUBEANBERBECA TN FJeREROR/SLEZLEED
EWEIRE/NT X — &

W = N Cnax tmax ¥ AUCust trz?
g (mg) (ng/mL) (h) (ng - h/mL) (h)
WRIE | Week2 | o0 | oo | 235 2.00 1313 4.10
Ylo | 168 + 261 | (0.880, 6.05) | = 10177 | (1.34,10.1)¢
CYP3A
Fﬂfﬁ”ﬁ e o0 | 1| 158 1.00 388 5.51
&
) Week? |y | 15| 436 2.00 2034 4.04
j‘{j 1HH =202 | (0930, 5.000 | * 1805 | (247, 9.04)¢
gl
W | Week2 322 2.22 1610,
wE | M0 3] s | 00, 4.00 | 10107 ND
Week2 ) 98.4, W
g |40 2] Ty | 392 175 | 1060 ND
rjf Week? |y | 15| 289 2.00 1979 4.70
Ve | 1BH + 206 | (1.8, 6.00) | = 12057 | (4.02, 5.70)
Week2 | 0 10| 140 2.83 915 4.97
1HH £ 124 | (187, 5.38) |+ 617 | (4.95 589
Week2 | o0 || 629 2.05 3662 4.92
;’Ej 1HH + 480 | (112, 4.08) | =+ 2392 | (4.46, 5.39)¥
g
W | Week2 242 2.9 1638 <o
10 | 20| 4] £ 039 | 192 509 | = 819 5.49

AT £ B R 2, ND @ S Sy

a) @ PYLE (P . b) 1 n=20. ¢) :n=10. d) : 41 TN F =T OFEEET L6

FASEDBEANE 2 A 5 72 A5 140mgll i S 7z, e) tn=T7. f) 1n=2, g) : 1 7

F=TERBESN LD -72, h) in=1. i) :n=12, j) :n=5, k) : n=4

ED CYPSAMEMER 2/ 5K a5 — VTR Y 3 — W RRE DN
FIVEZEBRG Lm 3 5 2 & & Sz,

16.2 ORIR

16.2.1 RN A TFRNAFEY 7 1 RUBBEDOYE
TEFER AL A 7V F = 7560mg % # A2 2 ON AR 300 LS e 4%
5L, BO#%5 028/ #1283C-4 7V F =7 (100ug) % IR
B L& ZOMITNAFTRA ) F 1 IFENZR, 2.9%
(90%CI : 2.1~3.9%) }% U'7.6%(90%CI : 6.4~9.0%) TH - 72Y
A 7V F = 7420mg & RS L 72 & & O Cumax 2 O
AUCustlE. ERHI305. A0 T EHBFI T Lz &Lt
L O I 21 2 L2 IR 30~40% ) URI60% A T L 722
RS TG R ) v MG/ /N ) v oSERYE ) v oSE R
WA 7V F = 7420mg % FEHEG L 72 & & O Comax L NAUCo-201d
BFED305 LU AT X 28 B LU IR 0% S (modified fasting?%
H)L7z& & Ll L TR | 213 2 E R 40% K 05160~
0% AR T L72Y o JHEATF—%)

16.3 2%
47NV F =T Ok MIEEEARKAGEIZIT.3%TH Y, HEF s/
WEES; (in vitros 50~1000ng/mL) THEAA—E Th - 729 . fitH
B ANZEC-A 7IVF =7 (100ug) % ElRAHE G- L7z & & g IRE
2B 53 MAEFEIL683LY . TR L BEIG RIS ) > 7 1k I/
INY VORERVEY) VOoSEERE IC A 7V T = 7420mg % B AR RS-
L7 & EDAPTOHAER (Vdz/F)I1Z10837L T » 727 o (bt
EATF—%)

16.4 X5

A 7N F =T IEEIZCYP3AL/SIZ L ) RA# SN2 (in vitro)™ ¥ o
FafREwThHsr e Fovr—vEiE, 7 b rflFaoy vk
F—¥ BTK) I LTA T VF =T OR1/15DEFEZ 57T .
T NOTUF = VROEFIREIZBET 2RERIT, A TVF 2T
LRBRETH 72D

16.5 Bt

fEEHER AN MC- 1 7V F = 71480kBq % &rte 4 7V F = 7140mg™"
ZHERE LG L7z & & BSREORI90%A 1685 ] LA [T &
N, R TIR0%, BTN T TH o720 4 7NF =T DMl
PIx, P TL%, RIS NG Ao 7210 o RS
BC-A TN F =7 (100ug) & HIRIHXG L2k 20 &g s ) 75>
Z(CL) I, A Eke & OVART305 12 BV CTENZ 62 UT6L/h T
BHot? o BRI TIVF = 7560mg % %G Lz 20
KT OLE )T T2 A(CL/F) I, ML RRZ05 125w
TENENISTZRUSTEL/hTH 727 o (JHEAT—4)

16.6 HENEREH T HHBE
16.6.1 AFipeRE=

BRJE O BT HERERE 2 (Child-Pugh/23HA) BB 6B, P45 o fT i hE
[ % (Child-Pugh#-$iB) B 1061 fz OV E ) o JF#% ki % (Child-
Pugh%3#8C) HZSBIZ A 7V F = 7140mg™ % B[l #5135 L 72
& & O AUCus DA I ME 13 1IEF IR RER B s & Lz L C2.7.
8.2 U9 8fE s o 72e T 72 IEREATHE b IFHEAER S DR 12
B THEPIHIL ., A A 7V F =T DAUCIEZN2E
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

(EmMMEBEEOEMEBEAMEEIR (X701 FEHOHRE T
ER+o655)
125 AL OAS PRSP 3 i T8 2 0 G & L 72 EN AL O IR K
U BT 2 AT A 7V = 73R (16261, 1, 281 kg 1) (25
O & RHEFISE B BT & JEhG L 720 4 7V F = 7420mgE 1H 1



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

16.7 EMHEEIER

16.7.1 /varvJy—n
fERES N (1861 IZCYP3ADEE 2 A5 57 Fa )=V (&
I3« EPIR3E5E) 400mg (4~9H HI2#k5) & 1 7 Vv F =7120mg
K OM0mg™) (221 B R OTH BIC#5) & 65 (e i
) L72k &, A4 TNV F =7 DCrmax L WAUCIE Z N ZNFI29 K O
24fERIML 722 o (JHEAT—%) [2.3. 10.151]

16.7.2 KUaAFrJ—Ju
B IE s 2 (2661) ICCYPSADHERM /T 5K a+
—1200mg 1H2[ & £ 7)VvF = 7140mg 1H1E™* 2§ H#5- L
ol & A TIVF =T DCuac i WAUCIE Z N ZIHI6 . TR U5 . 765
w729 o WHEAT—%) (7.2, 10.220]

16.7.3 TYROYA >
BN PEIE5E B (2561) ICCYPSAOMEEFH AT A1) 20~
4 ¥ »500mg 1H3E & A 7 )VF = 7140mg 1 H 1A % §F H 5
L7k &, 4 7V F =7 DCrac e FAUCIZZNZNHIS. 4L T83.0
R L7z o WMEAT—%) [10.2201]

16.7.4 U7 7EY >
FERER N (18BI) ICCYP3ADFEEM 2 HTH) 77 v EV v
600mg (4~13H H12#%5) & 4 7 v F = 7560mg (1 H H K O11H
HIo#G) # 6 HHS GEER) L2 &, 4 7V F =7 DCrnac L O
AUCIZZNZENHL/13 R OT/10LL Tl L2 o BEAT —
%) [10.22H]

16.7.5 JL—F7I—YY 1—2R
TEHERR A (8B1) ICCYP3ADBIEEH A BT 57 L —T T V—r T a
— A LA TNF =7 140mg™ & GEFLG- (R L) Lz b &L A
TWF =T DComax S FAUCIZF N3 6 L U2 15N L 729
HEANF—%) [10.22:H8]

16.7.6 A XTSI —I
RN 20B1) 1270 h Ry THEFTH DA AT TV — ) 40mg
(B~T7THHIZH#S) & 4 7V F = 7560mg(1H B R O7H BI2#k5) %
BERFES- () L7z &, 4 70T =7 D Craxl ZHI38% A L
72h%, AUCICEE B0 SN o729 o (FHEANT—2%)

16.7.7 EBFHNEYEBEETINICEE Y IaL—Yar
4 7IWVF = 7140mg"™ L CYPIAMENEH 2 BT 454 b5 a+
=), 7o) AavA4 Ty, KYyaF =V EFIVFTELE
BERF G- GEMLERE) L7236, 4 7V F =7 DAUCIEZF N,
#9915, 11, 8.3 U4 MEBIINT 5 2 L D HEE S N/20 4 TVF =
7560mg & CYPSAMHENEM A/ T 57 VARFH I v RO7 VA0
<A Y EGEREG GEEER) L2a, 4 7V F =7 DAUCIE
i, ML TROL.5/HINT 2 2 e s iz £ 70 F
= 7560mg & CYPSAFENEM A H T 5 I VALY E LY R OLT 7
CL oy RS GEEER) L2SA. 4 7V F =7 OAUCIK
e, /6K OL/3IZEAT 5 2 e fiEg sz, 19 [2.3,
7.2, 10.1. 10.2&R]

FEDAF ORE S NP R, [420mg X 3560mg % 1 H 1R 1#E5-3

L1TH5bH,
FE2) BT A T VT = T R RS Ly 2 O (AR A T,

17. ERPRRZHE

17.1 FHIHROCREMICET 255

(It > /SRR (N STk D NEEEE D))

17.1.1 BHERREABRAIE (55 MHEEER - PCYC-1112-CAER)
1LY A YU EOBNERIEZ A 5\ IIEBER M) >k
FR/ /) 2 SBRE) YSEREZEARREL, A 77V 4x T
GEfZE IR 2 ) 25 & L CARFI420mgE 1 H 1, A3 D305 L
b H 2 DL R 12 F% S (modified fasting$%5-) L7z. Hxblk
OEFEIUTOEBY Tho72o B, UFHHABRITHAANS N
BB OWFIEELEY VIR BB AS1856], /Y o SER I
) 2SR DI0BTH o 72 17
KN F% G- & 7219561 H 17761 (90.8%) I BIWE Ao Sz, &
ZEWERIZ. TII7061(35.9%)  HL3561(17.9%) iRk A e
3141(15.9%) . B850 (14.4%) . F&952441(12.3%) & Td > 720

100 9 — A TWF=T
R S *I27YLRT
90
80
70 "
"
N
3 4 J
8 60 ...
g 50
3
40 A '(
30 [
LI
20 Soryney TIVF=T Ak
PREhA) TIRTS NE .
10 4 NF-FE 0215 v
(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 EINERFRZBRARE (55 1 1855 - PCI-32765-JPN-101515%)

PSR RSB IE G B 2 i R & L. RA & RO
L7 209 bAF420mgZ 1 H1EE S L2y o3k H i
/N CoSERVED o STEEE (8B1) TiE, 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 D G- S 72861451 (100%) [ZFIEM 25780 Sz, £74R
PERE, B BRI ANEAH] (50.0%) . E 1451 (50.0%) « 559535
(37.5%) TN 43M0(37.5%) % Tdr o 72,

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

17.1.3 B ERPREERR 5 (55 L #H5EK5R : PCYC-1115-CARER)

RIGROMEYE D) ¥ /PRI /N > 2S8Rk ) 2 RS & 5
%k L. chlorambucil®™ % &g & L CTA#420mg% 1 H 1% 5 L
720 HRIEOBGRIIUTOEBY THoTzo B, UiZalbiicHl
FANS N7 BHEONFRIZIELEY > /S B EAT12361, /)
Y U oSERIEY SERE DI TH - 721,
ARHFN G- S 721358 114450 (84 . 49%) \ZEIVEH %388 & 7z,
FERBEWERIZ. THI4461(32.6%) . 01861 (13.3%) « I Hr BRI
DREL6HI(11.9%) . 38951461 (10.4%) % TH > 72, [5.1%]
HEDINVTTEL) VBT ATV, Y70k A7 7 I FARHPBRTY) Y F >
~ 7 (BEFHIRZ) OB G- OMIG & %% 53, 22177 Gt R
REFSHBVEH,
) AF TR, KBEN TV RV,

100 — ATWF=T
- lorambucil
90 |
80 =
1=
70 Theay
“e
~ 60 el -
g 4,
2 504 s 1'[
a ) +
40 A ..
w1 H--1
Chiorambucil 4 ZLF=7
20 1 $REO*A 18.9 NE
NF—RH 0.161
10q  (es%Ch (0.091-0.283)
PiE <.0001
0 3 6 H 12 15 18 21 24 2 hA)
ks
ATVF=T: 136 133 130 126 122 98 66 21 2 0
Chlorambucil : 133 121 95 85 74 49 34 10 0 0

NE : Not Estimable

#EEE A 77 HAR (PFS) (O Kaplan-MeierBiig

17.1.4 ENERFRZABRRE (55 1 858 © 54179060LEU10015X58)

REHEDWEEY LR IR/ /N 3Bk Vo SEEE 25 R
L L. AF420mgZ 1H ARG L 720 Z3hER1375.0% (6/861) Td
-72(95% CI : 34.9~96.8%) . ¥

RENDHEG- L 728614451 (1009%) L\ BIVEHASRED H 2o F 742 F
PERIZ, IIMREBGR 651 (75.0%) « 1) > 7 SEREHE 451 (50.0%) «
Wi 9390 (37 .5%) « # i EREG A 2480 (25.0%) « & 1281 (25.0%) «
THI2B1(25.0%) « BIEE261(25.0%) % Tdh > 720 [5. 1]

W) TN TV VBT AT VRS OMIE & 4 S v,

(BERM~sO/07Y D MERTY /NREHERY >/ &)
17.1.5 BHERREABRALIE (BB MAHEBR : PCYC-1127-CARER. T

A LAb/N— 1)

FIGE R OFFE IR EORFEE~ 7 07y 7Y v ilE S E
ARG, ) YR T (BAFHIEZ)P L T T R (Pbo+R
) AR e LTV Y ¥y~ 7 GEIE TR Z )™ & ARA1420mg 1
H1E % pEH¥%S (Tbr + REE) L7z FEFFMIHE & S 7-4560M
International Workshop of Waldenstrom’s Macroglobulinemia
(IWWM) & (BETHR) N2 D MV FHE B S HEIC L 5
H AT 1S 1 0 SR A A A7 1) (PES) v U fili1E . Thr + REE T
3 (95%CI : 35.0~NE). Pbo+RH#T20.3% H (95%CI : 13.7~
27.6)TdH Y, Ibr+ RETHAFAWIIHBERILEREDRD 57z (0
F— F10.202(95%CI : 0.107~0.380). p<0.0001 (& Hllog-rank
HoE) . 20074E1017TH =% 71 v v+ 7)%,

W)Y X v~ 7GR TR 2 ) 375me/m? % 551 ~ 48 Tt 17~ 20D 551

H B F8IEE IR N5 L 720

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

NE : Not Estimable

B FHIE (PFS) OKaplan-Meierhiz



KA A G- & N 7275016451 (85.3%) IZEIEHI A0 Stz E
ZRIERE. $EE1450 (18.7%) . THI1361(17.3%) « L HATEN12
B(16.0%) . EIME1260 (16.0%) « FHEAHLLE (14.7%) « A ERiE
AHRE1061 (13.3%) T d - 726
17.1.6 EAERARREREHE (55 I #A55% - 54179060WAL20025458)
FKIBEN OHRETEEEO RS~ r0 7)) Y IESEE %
WMHEE L, VY F T GEETHIRZ)® & A#420mg 1H 1A%
PRS- L7z EEFFIEE & S 72456 TW WML (23T
VZHED MO R ZE B & HIE I X BB GRS DR
WD S N ERE DEE) 13287 .5% (14/1661) T @ - 72 (95%CI -
61.7~98.4%)% .
BHENDH G- S 72166141261 (75.0%) IZBEIWEF AR B iv/z, &
ZEIWERIE. 5895661 (37.5%) . WFHERERA 461 (25.0%) . % 9
FERESHI (18.8%) « KLBE3H (18.8%) I/ IMKEIK 3651 (18.8%)
I35 (18.8%) % T > 720
W)Y F VT EETHEZ)375me/m? % 51~ 4 N 0517~ 2000 D 51
A HIZ#8 IR S L 720
(> MIVERRAY > /EE)
17.1.7 BV ERPRABRR 5 (55 I #HEK5% © PCI-32765-MCL30015KE%)
1LY A YD LORREEEY A3 5 B5 3R~ ~ bV
o) voSEEEFNGEL, T4V T LAABERIEE LTA
#1560mgx 1 H 1A L 7ze EEFFGEH & & N7z fF 2%
BEWEIC X 2 EEEAFTM ORI, AFHTI4.67 A
(95%CI : 10.4~NE), FA 301 5 ZA#ET6.24 J1(95%CIL: 4.2
~7.9)TH Y, FHBCHEMFEIAHE L ILRDTRO S/ (O
— FI£0.43(95%CI : 0.32~0.58). p<0.0001 (J&Bllog-ranki®7E) |
201544 H22H 7 =4 71y b4 7)®
REI A G- S 7213960 11561 (82.7%) \ZBIMEH 3380 5
Too FAREMERIE. FHRI27H(19.4%) . 572261 (15.8%) . I
SN A E2080 (14.49%) « WF v ERIAEL8H1 (12.9%) . A 11561
(10.8%) .« 551440 (10.1%) « FfEfE14450(10.1%) % Tdh > 720
WE)ARITIZ, 7430 AR~ MIVHIIEY »XE IS 5 85 T &R
ERTVE,
17.1.8 EINERRBRAIE (55 T #8548R : PCI-32765-MCL2002;15%)
1LY AU ISV Y A VT ORHGHRE Y A3 2 W3 UL HHE 14
~ v MUHIRRY) VBB R RS L L, AHI560mgE 1 H 1A L
720 ZERHERIZST 5% (14/1661) Td - 72 (90%CI : 65.6~97.7%)%" o
AHEN D G- S 721661411561 (93.8%) IZEIMEF AN 7R B iz, &
Ze BRI, FHRI5H(31.3%) . I %241 (25.0%) . £ Im4f)
(25.0%) I/ RESB] (18.8%) . B AkIBIE3H] (18.8%) . %35
3M51(18.8%) « 9573151 (18.8%) 5 Tdh - 72,

(28.6%) . Mfi 766/ (25.5%) . M/ AE6AE] (24.7%) . 058
B1(22.4%) % CTd - 72, [7.620]

(EMmBHMAEBEEOBUEBEAMBEER (X704 FRORETH

RA+2BI5HR))

17.1.10 @5 EEPRAERALHE (55 1 b/ T 4858 : PCYC-1129-CAER)

18/ UL oo A7 1 A4 WARSF I LIRS O 18 AL A 6 1 9%
BEZMRE L, AH420mg% 1H1AHS L7 ZEFFEE T
# HNIH Consensus Development Project Criteria(2014)% @
CLETHHIH % 25 5t L 7-NIH Consensus Development Project
Criteria(2005) %7 1240 < FZMRMT I 50O &2 831366 .7%
(28/42f1) T - 72 (95%CT : 50.5~80.4%)%

AH) D3 G- S 724260 3561 (83.3%) (ZEIWER AS7ED H7z. F
ZEWERE, 571961 (45.2%) « TIHILLBI(26.2%) . #4511
(26.2%) TN ZETH(16.7%) « FHEEHETH](16.7%) 5B I&S6
B(14.3%) 55 Tdh o7z [5.4ZH]

17.1.11 ERERFRZERAE (58 MR © 54179060GVH300155%)

12U D AT u A4 FRAPESOTIRSTE O B AR N2 R x 18
ERHEEENRE L, RE420megx 1H 1G5 L 72 EZEFEIH
H & 4 NIH Consensus Development Project Criteria(2014)
23D E BRI 2T D 425 281373.7% (14/19%1) Tdh - 7=
(95%CI : 48.8~90.9%)% -

AH) 3 G- S 7219600 15651 (78 .9%) (ZEIWER 358D H v 7z. F
ZEIWERIE. Rl 25460 (21.1%) . EIN %360 (15.8%) « #4341
(15.8%) . FAGERG2H0(10.5%) « wEIE260 (10.5%) R
261 (10.5%) . 5695260(10.5%) % Tdh - 72, [5.42H]

18. EEhEIE
18.1 fEFHF

TNk rEFa Yy FF—Y¥(BTK) 1. BHIBENESL O 385E, B
FHEE I Z RS9 A B Z 251K (BCR) . K USBMIBL ez, $EA5 %%
5T 57N A VZBEEROTRIMEST 22 7P VT Th
bo A TNFZT1E, BTRKOIFHELIZH B ¥ AT A iRk L4k
FEE L, BTKOF F—Eiitk 2 HEL 72,

18.2 FEBHR

In vitroRERIZBWT, 4 7TV F =71k, 1B oS EE G
(CLL) 2 # sk o CLLAIIA L O° b b~ > FoV#lilE ) > 7S (MCL)
FSRAN AR (Mino. Jeko-1%%) oo 3hi % i L 7220 %0 o F 72,
CLLEF 2o CLLAMNEIE O & s MCLH S ¥k (Mino & OF
Jeko-1) D7 N UG % [ L 7290 3D

In vivokBRIZBW T, £ 7VF=71E, ¥~ ACLLH:#TCLI1-
19280 % JEIE MR Al L 72 EAE A S R 4 (SCID) ¥ 7 A2 B W
T KR O TCLLI-1924 8 O 3458 % 30 L 72* o £ 72, Mino

17.1.9 ERFHEFERRABRR IR (55 MAHEER - PCI-32765MCL3002:%

E&)

Ann ArborZr#E I, MZIVEIT, 65 LoREED< Y L

M) v ES230 (HARNIBI % &) Rt e L, N5

LAF UERERE & ) Y & v~ 7 GRS TR 2 ) o Bf IS (BR™)

T, KH#|560mg (Ibr + BR#E) 1L 7 7 & &K (Pbo+BRHEE) Z1H 1A

TR 72 EEEFfIE H T2 % Revised Response Criteria

for Malignant Lymphoma (Revised RC) (23 < i BifH 24 B Fili 1)

TENZ & B A EAT IS B o RN B AR AR R o vh g i1 E . Tbr + BREE

T80.6% H (95%CI : 61.9~NE). Pbo+BRH:T52.9% H (95%CI :

43.7~71.0) TdH v . Ibr + BREE THEIMAMNICH B LR IEEDRD 5

N7z [ — FIE0.75(95%CI : 0.59~0.96). p=0.011 (/& Hlllog-

rank#i5E) 1% .

W)Y T AAF EEREIOMe/ mP A& E1~64 1 2 VOB D2HE, )Y
X< 7 GBIz THIR 2 )375mg/m?% 851~67 1 7 VOEIH HIZZE 2
NEIRNEG T 52 a3z, /o0 651 7 VRTRICEERR)
(CR) JIZi43 %% (PR) % 3% L 7 BEBR#E 12 1E. MERRIEE L LT v F o
< 7 (GEET-HIR 2 ) 375me/m*% 558~30% 4 7 VO EIHHE 2% 1 7 v T
ECIRARL2BIHEARNAE G- 4 2 & & &z,

100 @y

90 e A

80

—O— ATLFZT+AVFLRFYUVFESTT(br8R)

TSR+ NUHLRFY - UYED YT (Pbo+BR)

70+

60

L
b 504
@
a
a0
] -
30
Pbo+BR Ibr+BR
04 pn@EhA) 529 806
NY—FEE 0.75
104 (95%CI (0.59-0.96)
P& 0.011
0
T T T T T T T T T T T T T T T T T
0 6 12 18 24 30 36 42 48 54 60 66 72 78 84 90 96
B
B
Ibr+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 11 0

IS A 77 HARS (PFS) MKaplan-Meierihifz

RFN PGS 7225960 (H AR N6H % & dr) th23761 (91.5%) (2 El
TERDRD b iz, EREIWERIE, 3659661 (37.1%) . T IHIT46]

HHBLRE & BRI R A L 72SCID~ ™7 A28\ T, Minoffifia % &
WS
18.3 1BMBEA I EERICH T 21EH

In vivoiRBEIZBW T, 4 70V F = 71ET R OB AT 5 4E 12
BG4 2~ AW R & fE £ E 7V (LP/]J o4 ffifie «
C57BL/6IZF2HE. X2 CH7BL/6 D #iflfg % B10. BRIZFHHE) TP
TEVERAH R kA FRE IR GREZIE . SRl & OIT Ok ) % 2st
L. SERIEAGFHN 2R LY

19. BIIRSICET 2 EBLEHHE

— i H 1 A4 7V F =7 (Ibrutinib)

1b54 : 1- {(3R) -3~ [4- Amino-3- (4-phenoxyphenyl) -1/-pyrazolo
[3,4-d]pyrimidin-1-yl] piperidin-1-ylf prop-2-en-1-one

4330 0 CosHauN6O2

o f 0 440.50

% IR GO

(&2 s

Bl 5 149~158T

SEARE 0 3.97(Log P, 1-F 2 %/ — )v/pHT#E M #7)

B 0 A F IV ANVEFR Y FIZEITRT L, 2T —VIZRRE
TR, TERS MUIMZRRETIZ L, KiZlFE A
EET v,

20. IRV EDEFE
INBDOTFOfEPRVE ZAIREST L L,

21, AFR&M4
Pt ) A 7 AT 2 S E 0 b, @UIIFERT LI L,
22. @

14% 7 )V [14% 7tV (PTP) x1]



23. EEXW

1)

2)

7)

8)

10)

11)

12)
13)
14)
15)
16)
17)
18)
19)
20)
21)
22)
23)
24)
25)
26)
27)
28)

29)
30)

31)
32)

33)

MAER A 7V F =70 EMNEIHRAR (PCI-32765-
JPN-101) (20164E3H 28 H#&#E, CTD2.7.6.2)

HWER A TV F = T OEINE A RER (54179060GVH3001)
(20214F9H27H AR, CTD2.7.6.2)

HWER A TNVNFZTONL T TR T T4 R A
FoPBEBOME (PCI-32765CLL1011) (20164£3 H 28 H 7K 7.,
CTD2.7.6.9)

HHNER ATV FZTOEFOEEOKREF (PCIL-
32765CLL1001) (201643 H 28 HA&RE. CTD2.7.6.7)
HER D A4 TN F = T DS EETb /T R (PCYC-1102-
CA) (20164E3H28H %72, CTD2.7.6.3)

MR © A 7V F = 7 DM E AR AR OBE (12-083-Hu-
X-PB) (20164£3)J28H 4z, CTD2.7.2.1.1.3)

HHER e PCYPEBRAZH WA 7 VF =70
HroME (12-013-Hu-X-MT) (20164E3 H 28 H A& 2.,
CTD2.6.4.5.1.3)

HPER D v MFI 28V — A RO CYPRE I HER] = H v
724 TVF = T ORBOBE (12-014-Hu-X-MT) (201643 H
28HAFE, CTD2.6.4.5.1.3)

HPVEE © 4 7 F = 7R O BEG O MET (13-047-Hu-
X-ENZ) (20164£3A28 H7#&#8. CTD2.6.2.2.3)

HWNER A TNVF=TDIANT ¥ 20K (PCI-
32765CLL1004) (20164E3H 28 H#&ZE, CTD2.7.6.6)
HHER - TR ERRE BT L4 7V F =T O3
WEIEE O Mt (PCI-32765CLL1006) (20164E3 H 28 H K2,
CTD2.7.6.10)

HPER A 7N F =T s ar = VoYM B O
#1(PCI-32765CLL1002) (201643 H 28 H &7, CTD2.7.6.5)
HHER A TNV F2TER)aF =V RPT) 207 A
> v YA TN O (PCI-32765LYM1003)

HREER A TVF=T ) 77 Y Y OBEYHEEHOBR
71 (PCI-32765CLL1010) (20164328 H G2, CTD2.7.6.8)
HNEE A TV F T T AT — VOEYHENERD
#eat (PCI-32765CLL1005)

FEAER R IEYEBIREE T IVICL DA TV F =T D
WAHE AR oM (20164E3 H 28 HA&RE. CTD2.7.2.2)

Byrd JC, et al.: N Engl J] Med. 2014; 371: 213-223
FENERL - A 7V T = T O s TR (PCYC-1115-CA)
HWER A TV =T OENG T AERER (54179060LEU1001)
Owen RG, et al. : Br J Haematol. 2013; 160(2):171-176
NGR4TV F = T O I T ERER (PCYC-1127-CA)
(20224E12H 23 H &7, CTD2.7.6.1)

FINEEL - A 7V F = 7 O BN TR (54179060W AL2002)
(2022412 H 23 H &7, CTD2.7.6.2)

HWNER D A TIVF =T OIS AR (PCI-32765-
MCL3001) (20164F12H2H %352, CTD2.7.6.3)

HWNER A TV F =T OENE TR (PCI-32765-
MCL2002) (20164£12H2H#&ZE. CTD2.7.6.1)
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