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E 4k EEJE (MCL)

A GBI MCL HIHER Ry 560mg (4 KL 140mg HIR%E), #H —IREE5IHIH
Fe Bl AN AT H 2 (1 R
BiEM R EmE (CLL) /MEZMMERE (SLL)

A EhIETT CLL/SLL [HEFRETIE A 420mg (3 H1 140mg (KT, & H —IREEHM
R B AN AT 452 () B
LA B BB F 7 B

HIUE > 3 FARMARFTFIE > 3 FERPBOR A T PR g ek D B0 4 21
M ZERFE RN, R WA S IRTT o PRI IR 2 | REIEZKF (RED I, AT
ELARF & E P A MIBTT . WA ZFERIORA, PRI ER D —RRTE (BEH 140
mg). WA TE, HRERD 140 mg & . WRLE M UGN & PGS %2 SR A
B CR A, R AR b .

IR AR UEIA T

WE 5 MCL &A% KB JEH) CLL/SLL FEH
RLAFIE= 560 mg %
FlERE REIEFFI R = 420 mg
1R HFTHZ), 4K 560 mg HFTHZ), K 420 mg
52K HPTHZ, HK420mg HFHZ, &K 280mg
53K HFTHZ), KX 280 mg HFTAHZ), K 140 mg
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5 P450 3A (CYP3A) BT RIRT A 20 I E TR
B R AL E R R CYP3A 5 RIS 4524, w5 e A CYP3A #I/E /MK
B2,

ANEWA I T K255 CYP3A #0057 (Bln, FEFCAH. e,
FAERA . WERL . WIS LT SEMED. EINEH GRYT 7 REE A
IFIE)D 5B CYP3A HIIF) (Fln, FAEWHMPUER) i, FHEDEAGGT, HE
ATEEFAEH CYP3A HHIF (S0 (2 EAER D,

A SR ALZ5UE I T 2 CYP3A ST (Bt JREmE, T8 L8R . HUREH
BOSLAR S BTEmmbaE 24 AR, B e R EJE. FERIn KM TD
B, FBARFIERE 140 mg (S0 [AYMEEAERD.

B A AT SR B 2 CYP3A IR, 2127 B 3t M 0 A s 7 PR ARALE

JBR 4 B3 2 B RO R

BEENG 5 (Child-Pugh A 20 HIHEEAERRR 140 mg (1 R, HEE
B 5 3% (Child-Pugh B 20f1 C 40 Rl fl AW (S0 THEME] H1
Rk NEER 2580 L2801 71% D
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Zyo VM A i LSRN AR .
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DIREIEH B F AL, #2 (Child-Pugh A 2¢). # /& (Child-Pugh B 2¢) FIE  (Child-
Pugh C 40 /45477 88 AR A 8 Jé Rk ga 25 5 1) AUC 23 AI3G 0 2.7 £%.8.2 £ 411 9.8 1.
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W A A B PEARAE, I AR 75 Z R ESRE . AN B B BT AR
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MCL 3 B H KA A R RN (220%) AZME . Bl Cnd i), = HEsILA
PR by BIPIRIERCGE. WZWON 2

BRI 3 0 4 BARIN (25%) 52 o PRI BB/ E < /N IE e
P fiti 28 AN T 1

A RR LS H AR E

P2 AR BIT I 250 1) MCL &35, 761 (3%) HERARRMNIEZ . S35
1 B LA RS A4 I B i 28 A I /NSO E o« 6% 110 B 28 RIS R R B I
=,

R PCYC-1104-CA

DL R e 7 AE GRS PCYC-1104-CA AR REEE M, ZREBgN 111
BIBEAE 2 /DB sz i — MR I MCL B3, & H B2 AR5 560mg 1697, HALIE T FREimt
N 83 MH .

B RAEIA RS (Z=20%) S2 ML/INRIFDE  IRYS A HERs g i gt/ 2L
W= EHNLRIE AMEKI . EIPIRaE By RO . PRI AL B
MEgE. MKt AIEACRRE (SR 1R 2).

R LA 3 ek 4 AR RN (=5%) & yerkmiz . 8. B, 18
VG R R

R A IR YT R AR BOEER = S i A . 9% B R FE NI K m 2R
FRAE MY 1.5-3 £i%,

KA SR H 560 mg 2597 MCL fil3e (N=111) HRER> 10%1A R

W 1.
F1: >210% MCL & REMEMBFEASR KN (N=111)

kRS =Y FIE%&D (%) | 3HZRA4% (%)
B M RS i85 51 5

BT 31 0

fE 25 0

i3] 24 5

X 1t 23 0
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I fi 8 ¢ 17 1
HUAR 11 0
BRARIRIBTR IR g 34 0
PR PR &G 14 3
JER e i 7% 14 7
LIRESS 14 5
LFER 13 1
EGHERRELMWALE | K= 41 5
I B A1 E 7K i 35 3
& 18 1
=z 14 3
B BN B2 T 4R 285 5 30 0
Bz 25 3
MR 11 0
SMUAEHAG AR | FEIAR 37 1
P
L 2R 14 0
KT 11 0
WK R G SRR | A A 27 4
A 19 0
£ 11 0
ARBHIE TR RBTR BRI 21 2
K 12 4
HRME RGHIR ko 14 0
LR 13 0

F£2: MCL BERAERBITHRPMOES. M/RSAF RS (N =111)

BEHSHE (N=111)

A% (%)

3HE ALK (%)

Ji1IRANY @5 R 57 17
Ffp A 2 i i 2> 47 29
JiIRARE g =P 745 41 9

* TS = A ANA RSN

RIEH 10 B EEH (9%) BUAA R RMEZ (N=111). SEUIFHT

B LA RS

SRR M (1.8%). 14%H)E#FH KA SEGIE R BV
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KA 2 6E, WEHMIHEGEIE 400,000/meL ) MCL 3 3L iy
M. W, SEANRMKE. He, Hh—SH AR mmmdt @S~ KR,

40% ) BHF R T PRI T i, B04E 13% B0 K IRIE S T 10 mg/dL. 15%¥H) B i it
TR R BR MAEAS RS o

R MCL-3001

TR A BB BT 7E IR RS MCL-3001 HA G 1 B B2 1B, Z g
WeAE /b4 325 —Fia 7 10 MCL &, ALia T HFEE a0y 14.4 S H .

R 3: BERAH 560 mg BT MCL ZIREMEFRIARRM - HKRRK MCL3001

(N=139)
Temsirolimus
A5 (n=139) (N=139)
FEEH | 384 % | FiESEH | 34K

SBES ARRB (%) (%) (%) (%)
TR AR G50 I IR 3 S 19 2 12 1

JER L il 46 * 14 10 19 12
AR 2% B SEIE 5 12 0 5 0
O JIE 28 B 500 /75 B 4 4 2 1
B 7 R 4500 k] 8 4 8 1
T BIL A B A 5 4 4 | LA 2R 19 0 3 0
A ]

* AR R R ARE

B B G fp (CLL) //MEEZfMER (SLL)

TR EE Mk 7 CLL B¢ SLL &3 — WA .. Hiim K% (PCYC-1102-
CA) F=TREHL XTI (PCYC-1112-CA. PCYC-1115-CA A1 CLL-3001) FA
i R FR T DL CRUR B %=1278, Hoh 668 ] B 52 7 AMIBYT ). PCYC-1102-CA £3
& 51 BIREAELIE CLL/SLL i3, PCYC-1112-CA % 391 BilBEHLEE 32 A5 % Je ol
IEAR PG ZGIRIT MBEE 29 CLL 8¢ SLL 3%, PCYC-1115-CA .5 269 BilftH14% 5%
PHATE B ECR T IR EJT 25707 1 65 % 5Ll B CLL 8¢ SLL #Ji6 #3%, CLL-3001 &1
& 578 FIBENLEESZ AL B JE I G 2Rk 3L R VT RIR) 22 BTl 2 B B R S ] T A
FZ B BB BEAT 332 1 ¥R 97 1) CLL B SLL % .

4 PCYC-1102-CA. PCYC-1112-CA. PCYC-1115-CA il CLL-3001 52 A it if
JTH) CLL Bl SLL i 5 W R AEIIAN RS (220% ) A PR AR I/ /M2
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AES P RS HEULAZAR. Ho. 20 B, = KA. PCYC-1102-
CA. PCYC-1112-CA. PCYC-1115-CA 1 CLL-3001 Hf 4-10%[K1A S iGyT & BT A
RSB TT52Y, P A e i 6 o HH It 55 . B2 A0 rp b 4 e (5% 1% )6
RE) 6% 1 B BIA BRI AR

R PCYC-1102-CA

WEAE #2200 ¥6 7 I CLL B0 SLL FERF A ME H 420 mg HZEYT ) CLL ¢
SLL i3 (N=51) H1, KAZ>10% (HALRITRFEER A 15.6 M) A R BN SE
R E A e WA 4 A 5,

F 4: A% PCYC-1102-CA F>10% CLL B¢ SLL BF RAERIEMBEFEAR KB (N=51)

BERS ARRM BB &H (%) 3ZER 4% (%

)

B ARG G 59 4
(& 22 2

W 20 2

1 A 58 20 0

AX it 18 2

L] 14 0

HIEAR 12 0

RYLFR GeRBIR R K 47 2
SR 22 6

i JoR B 16 6

TR A fit ¢ 12 10

R % % G 12 2
RN MEH B ETIR | K= 33 6
VA R 24 2
ERNG 22 0

Z71 14 6

FE Ik 12 0

B RN B T RSB T 51 2
Fe % 25 0

=] 16 0

PR RS0 MAIZ e Bw % Wk 22 0
1 7 % 97 14 0

I % ) ¥ 12 0

MRS SHSER | BHILKEHR 25 6
K9 24 0
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NP 18 2
BRME RGN ko7 20 0
PR i] 18 2
AR AE FRRBTR BRCR % 16 2
Rtk SRR HI R | 4R A 12~ 0
& S5 EERER [CINES 16 8

*1 45 58 DR AL R 4 AR B T

F 5: WU PCYC-1102-CA 1 CLL Bk SLL B RAKET R MM FEA. M/ R+

RLER > (N =51)

BEHESH (N=51)

B %A (%)

IEER 4 2% (%)

LN 2 69 12
FPE R 4 P 2 53 26
I 21 3 [ kb 43 0

* O RETIREIMEM CRAE E PR bk A S i TR IWCLLIARHE) AIAS RS o

RIS PCYC-1112-CA

*£ 6 FFE 7 Hid TR PCYC-1112-CA HEEF #2525 7697 #) CLL 8¢ SLL H & #5%2
ATIEIT A BN B SO S8 3 A6 2 S A A BYE A B ) A7 5 B R s (1] 43 3]

HN86MNHMSIANH.

£ 6: A% PCYC-1112-CA A& FBITH> 10% HE D E T BAH 2% BERE A B R M

A L4y N K
(N =195) (N =191)
BSR4 FEEH (% | SHEA4FK (% | FIEHRH (% | 3FR4ZK (%
NEYSANA ) ) ) )
B RSB
W55 48 4 18 2
DL 26 2 18 0
1 fi o 46 17 1 6 1
(& 15 0 9 0
M pH- 14 0 6 1
& BRI R TIRAL & Fh R B
R 24 2 15 1
BB R G R IR
G i 16 1 11 2

9/31




A L 87 2K
(N =195) (N =191)
SRS FE%R (% | 3RB4%K (% | FEEN (% | 3HFERAIK (%
AR R ) ) ) )

TR il 6 15 10 13 9

SR> 11 1 6 0

PR i IR G 10 4 5 1
Bz BRAN Bz T 4R BIR

R 24 3 13 0

R 14 0 1 0

5 = 12 0 1 0
BB BRI 45 ar A R B

ER T INARZ 28 2 18 1

L] 17 1 7 0
HRME RGIIR

LR 14 1 6 0

D! 11 0 5 0
BFRBMG PEEFRIFRAE

A5 11 0 3 0
R3S BB

AR 10 0 3 0

WRSZAE LR — ADR RE R RAEZHIEM, WULAEZ ADR RE R HE—IR.
EARASY, FIRRGAZEA ADR RAE 1% B AR E P HES .
* fFELZA ADR Kik.

R 7: R PCYC-1112-CA HRAKNGTF BRI M F A M/MREH R4 s>

A BUEAR RS
(N =195) (N =191)
FEEM (% | 3EB 4% (% | i (% | 3ZH 4% (%
) ) ) )
Hh b 4 B s 51 23 57 26
IRANY 8T 52 5 45 10
2T 8 s> 36 0 21 0

* LTSI s I EE (ki IWCLL FRiE)
R PCYC-1115-CA
Tk 8 ik TR PCYC-1115-CA AR FIEIT A BB CHR A 2 55 RS2 (]
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N174NAD e KTREITHI AL R FE RSN 7.1 M H

x 8: I PCYC-1115-CA FAEIEITH> 10% HEDETHRA 2% BERENPA R RN

A K TREIT
(N =135) (N =132)
SERG AEEA (% | 3SFEERIFK (% | IEEHN (% | 3HKHA4EK (%
AR R ) ) ) )

B R G w

i3] 42 4 17 0
s R A > 14 1 4 1
BB BRI 45 SR A R B

ER ISR S 36 4 20 0
AL 16 1 7 1
LA 25 11 0 5 0
HRES B HW

TR 17 0 5 0
MEREII 13 0 6 0
ISR 13 0 8 0
P R E IR 11 0 2 0
B BRI B T R 2597

Je 5+ 21 4 12 2
H = 19 0 7 0
BRYFR BT

iR S 15 2 3 1
TG it 14 8 7 4
PRE® IR G 10 1 8

MR RS0, BN RE B

A 22 0 15 0
& B PRI RS 2L & TR R ML

ERNG 19 1 9 0
R 17 0 14 2
I 5k B 2B R

e IR 14 4 1 0
HRMB RATR

S 12 1 10 2

R ZARE LI — ADR RiE T RAEZFI S, MIXAEZ ADR ARIE T HE— IR,
FEAR AT, BERGIA S ADR ARIEAZ AR 7 A1 .
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*HEZ A ADR RiE.
& CLL-3001

9 A 1A% CLL-3001 HREAE #2521 V69T 1) CLL B SLL BF 2 A k& oK
IR LAY TANH 22 8 BT Bl 22 FE I B Rk B m VT AR 22 8 BT 5 (AN RN, A it A 2

TRLGTAL I P 7 2 R SR 2T TR) 23300 0 14.7 S AT 12.8 A o

£ 9: R CLL-3001 1A FIBITH>10% BE2 DR THRA 2% B8EZMENRRE RN

A+ BR ZRH +BR
(N =287) (N =287)
SRS B % SHZE ALK B 20 3ZH AL
R BL (%) (%) (%) (%)

MBI E RGEHRA

H P s 4T P ek 2 R 66 61 60 55

IIRAN SR e 34 16 26 16
FERRAN B2 N HRRIR

Fe g 32 4 25 1

i 20 <1 8 <1
B RS 5W

i85 36 2 23 1

-2 12 1 8 <1
B ULAB B SE S AR R

B HEILPA > 29 2 20 0

WL ZE 12 <1 5 0
LB MEBIR KA TR & TR
DA

R 25 4 22 2
M 5 EERER

Hh 1L 19 2 9 1

o I * 11 5 5 2
BRGAVR G RN

XRER 13 2 10 3

S PRI G 10 3 6

R AEFRRER

o R R I 10 2 6 0

BR: A SCHE]TT AR Z 4 g

AT AT, B IERGMEA ADR RIE LR 7 HE

*f4%5 %> ADR AKifi.

KRR T 0 F/N T 0.5%HIME <1 Fox.
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$2 52 R i BB IR B R VT AR 22 1 BT B4 R A AR AR B A VT AR 2 bR
ITIHEE DA 7% 2% KA T AFERAMNEEE, Hrb 3 A0 4 2055 81 & AR 5 5
& 3%F1 1%

HAE RN R [ BL
5

AREIETT BB HIRIE (ERIZ00D FIRAEZRN 43% R 36-59%). AGIRITH
BFPSNE 9% EH: 3-14%) F13% (JaH: 0-5%) M kA 2 B 3 IR .
FEE YRS EMHAD IR Ry 10 K GER: 0-627 KD, EFIKEA 2 %K
3 GRS BRI T 235008 39 K (EH: 1-719 KD F1 74 K (JaH: 3-627 K)o #
ZO T, TEMEIEIE R ERE T, 82% M A, 1% M EE A SEE, 17%M B M
RIREBGEE. IG5 (R MRA B et i A oy 5 K (Ef: 1-418
KD, 250 3 FIISHEZ KA, BRI LA GG T EFH AR 1%.
L RS

AR ERYT B TR AE ORI AN RS ROR 12 10% (IR0 1 4% 9%, 2
P 2%). BEIRKE FRFLRRALN A 85 K (GE: 1-414 K)o #EHSHF, 1E
BRI B E T, 61% M BEER, 8% MRS ik . N RAERER
Bl 3 B AL TR 29 R GGE s 1-335 KD

B B s R UL T

£ 160 BIBEEZA H) CLL 8 SLL &3 (LA a4 36 #il 17p $RhICH) CLL &)t
77—l AM SR ZE B EN . 200 TR, I et R (PCI-
32765CLL3002). &% 2:1 M HBIBENL > B e 32 A4S i A 2 5 B, oy, HhE A
B 1 82%.

NOCER 10 AT 11 P AS RSB SIS 3 5 SR 15T PCI-32765CLL3002 128
1] o [ 62 ) 22 VR, A Al oRR) 22 8 BB AL 2 I A 300 D 12.6 BT 4.6 S H .
& 10: A% PCI1-32765CL L3002 H 4 iR IT4H>10% H 2D E T XA 5% K EZAE R E

FRIS B R L
A A ZE B
(N =86) (N =42)
PESR | 3FBAH |FTEHH | 3HERA%
(%) (%) (%) (%)
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B RGER

55 25 (29.1) | 2 (23) |3 (7.D

18 R A8 > 14 (16.3) | 1 (1.2) |1 (2.4
JRGL R RGN

TR it 96 * 22 (25.6) |17 (19.8) |7 (16.7) 4 (9.5)

R S R G 20 (233) | 6 (7.00 |4 (9.5 1 (2.4)
Rk B B2 T 4 2R 5%

Je 5 20 (233) | 1(1.2) |4 (95 0
IR RSE. B R FE R

A 19 (22.1) | 1 (1.2) |2 (4.8 0
YR Bk B2 R G5

I(IRANY 78/ 2 15 (17.4) | 5 (5.8) |1 (2.4

SEi)iaRcEAns 12 (14.0) |12 (14.00 0
4 B MR R A A FRAL &P IR BL

W= 13 (15.1) 0 3 (7.1 0
5P LB B R G AR R

e8NS 13 (15.1) 0 0 0
FRAE

WA B 10 (11.6) | 8 (9.3) 0

1 LR Mot S Bl T v 9 (105 | 223 |14
L SR B SRR

2 9 (10.5) 0 0 0

IR SR B I — ADR RiE T RAEZFI M, WAL ADR AREF IR
FEARGET, HERGASA ADR ARIEAZ AR B 7 HEA1 .

*FEZ 4> ADR RiE,
£ 11: A PCI-32765CLL3002 HH EZ A& ERTHRK*MAE A, M/ MREH R4
ayg />
A5 (N=86) FIZEHHPT (N=42)
EEH (% | 3ERIFZ (%) B %A (%) 3EE AL (%
) )
ob k2
i 62.8 37.2 54.8 33.3
I /N 2> 65.1 15.1 45.2 9.5
I 21 25 A
" 46.5 1.2 26.2 0
2

*  FEpsrng = EH (KHE IWCLL FrvE)
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LW E£%

FEAS SRS 25 AR R0 1 R AU R OB o 25 T 3X A RN R T B A AR i HAR
TNBERANARFR, P TCE AT SEfl TH AR B0 € A R N5 25 ) Bk PR K &

B RGPl (B2 AR

MR R GE : [R BT CRIFESE T4 R (B2 AR

POANE R REM SRSt (L [EEFEBD

RIERGIG: E ALY TE . LB SERRZ

B RANE: T AHZRGE% i Stevens-Johnson ZE&4iE (SIS). fii FH
(£3]

A AT S A B JE AR A Cansd RS SO SR R U D R
[FEFEH]
H 1

AR iR 7 B 8 S R ARSI LR . mik 6% ) KA > 3 g
fF AP I SRR T ] B i i pRFOAR 5 H i) . B3 A iR Y7 1 B
A RAE T AFEZHN I A, AFEE AR A

IR TE 0 1 gt i S AL o

AR it AT BE 2 BN 32 UL/ MR BT E VR ¥ 8 PR It ORS00 R8  F  afA
ik o A 1) 2 3R 3 JIAIT FUHkRR 1 7R B A A MR B A 4E AR R K RS PUANR T .
I BB E R K FEPUAAN SA MG I . RER A 7R, antam A
HEPEZR B fll70) . E— TR SN AL/ NR D BERT FU A, LS A B Je i S5 0 1t /MR
LERHMAIAE A -

MRAE T ARIERIAN M MRS, MAERFAARJGEEAMED 3-7 R (ZH LisKR
%D

KRG

fl A SR T I S R A BB ARSI G . 14-29% 1) 838 K A>3 JUkgs (=
HAARKMD . 3L VRGBS G B, B SRR bR T T I . 4%
SEAGRIRTT B R AT VE 2 I VR A O (PMIL) Rl 7 & ff 28 (PIP). PFA
B I R IANR GG DU T L& 1877
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ik )iiad

R S SR, H 52 AR i B 24 YR T 1) SR R R AR VR IIRII) 3 R 4 % i 240
A, ALFE RN BRI E (JER: 13-29%) I/MRIEAME GEFE: 5-17%) FgTin (5
Fl: 0-13%).

BT R — A I 4 T

1R 5 12 fifr

BRSBTS AR TR BRAE RSO o« 0 R 2 AT B0 R Bk 20 f)
FRTERAEAR o AARGREIR A A, A i T HEATIE 2 1 8] B PR BT Va7 o B SRR 8
FALE, BREARMIRIT MR e XS, T8 R .
DERRHE

FEAP A 5 JE [l PR30 AN 7 WL o W i iy B B B $h DA S = D il 1 (0.7% ),
JUFCAEAT O RS BRT 35 oo I 2 P SRR e A AT s B S 1) S P i 17 s BT 5 4
L B A [ SR ] 320 B AT AT RE T SR R AR TR DR AR, GO IR 07 52
A I 2 AR XU R 3R . H B 1 08 € UES IR B AP AT 8 JE T RE-S S04 B IR R BB
i R _E S S U BT S8 e 5 R A O R o IOV AN TRE IR BB AR R K sk
o ol S BRI R N HEAT IR R VPO, IRGEFRAEE T DB (ECG) s

HH B 2 o 0y T PR A R B R PR 8 L T 452 A ot I W BE BB T 4676 7 RIS
TEAT 2 THI PR AR /XS P A

JFAT 5 BH. 5 pLiktia )7 1 B NS SR A dh 2 SM I Al CLL Va7 . XA AhIG
7 SO 1) HE I 5 B ) S8 7 0 DAty L I e A FE T (1 AU o X T DAty D v UG HL AN & et
FIAS h Z AN AR i BB, N REAE R B R 45 T PR 2 Dia T -
FH 4 I

AR TT BB E AR T A A R R R B O A R A T R =
(>400,000/mcL) AT HESG NG » 25 R8BI (8 A o B DDUEIN B o MR RIS
T AR KR/ B A0 25 BRARAE A SCRFIR T -
i &

PSRRI I EE G A s GER: 6-17%), HAL 2RI 8] 4.6 4> H
(VEH: 0.03-22 DMH Do JFHUaARhIRTT)E, WA o8 A s I B B8 78 20426 (19
LI o 3 4 R AT IS 25 AT BTG BT s LR VR T
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4k R M e

Fe SR R YT I R G R A AR B 3-16%), B4R B (i .
1-4%). 55w WM AR RCBPE IR R AR R 3R e P (VL 2-13%). ARIEFENLOHE 3
WG RS (PCYC-1112-CA. PCYC-1115-CA. CLL-3001 F1 MCL-3001) Y& 5047,
JF 2R 0 3R R I TE AR R IT LI R A F N 6%, TEXTHRZE I R AE 2N 3%,
PR VA AR LR B AL

i FHAR SR IT I O DR MR ISR SR S AER S o LU Af SRR RS (i FifRg 4747
HREUE 2 B TR 1 Tt 25 1) s D0 63 9 7 D& 4 BYR 9T
LI RERBE

FEARAT 5 JE I RS AN b7 S5 S Rt T LB 98 SR IR 8] o £ 2 = FR TR 1F
RIS, Z AR T F RO R AL (0.2%). EX IR T, E3TEL
RUF 9 BB AHERRAE SN o DRIk B A1 AN 5 AT B JE Xt S 905 25 PRSI VE T o 82
FETFHEA RGIT R E CBF K% (HBV) KPIRZAS . 115 B HBV JRYLK I 45 1
SR, W BCEWTE LR R IATT SR A T AR B A . iSRS 1 SR A 1L
TR G R A, W RTEIETT IR AT R L 55, ELSIARYE 2 i e A o s 0 -
FEHIBFE R, PR RER.
X} 25 B K BRAEH U BE 77 I RE M

A S B BE I = KB Z ), VPG R N R B RN A A T
VeSS E

HETILEASER 4.
[ Z8 RIEFAE ]
YRR AG-e L

PRSI T R R, A i AF Dy — Fhimesm 77, wIxd e L& ki s . £3h4)
EFET T, YRR R K R T 8 BB A B JE 45 2, R R B AT &
(5EH 420-560mg) 1) 2-20 50N, SE 1 RAEIREAE N I ARIR-RatF 2. @it &
AR A IR LR 2367 e 1A AR S AR o G RAE SR I Ta) A A i B
B RHA G SR, B REE A IR LB H (S0 DM E] PR
25

I AN 2 1 N rP 2B B AR R R ) 7 5 RS Al T

17/31



MR L
H A JE (5 2 S A 5 JE R AR & B 2 AL, =15 2 X REFLIR IR 1 22
JLBEL AL BAE FRE o

IONIR Z 258 T b 2 FLit b, AR S ER AL )Ll e 51 A™ AN R L, BT
A it 9 303 18] S A 1R L o

[JLEAZ]
P A S A Sl AE LB SR TP R 22 A AT AR

[ZFERZ]

A I PRAFE TR IR N 905 i3, FHirh 62% M E>65 &, 21%HEE>TS5 % .
LA R IR R T RS L RSB R AR IR T IR R A R T R A
T (B F=3 g fiti 5

(2t EAER ]
CYP3A Hii3]

A % e EE@E L R (LR P450 3A (CYP3A) Higftist.

FEAEREZ IR T, S9RR CYP3A M7 Bk & 45 250, ARAT B 21K Conax A1
AUC 7377t 29 540 24 £ . ImpRikerr, A B e iR m Rl &2 12.5 me/kg (SERR
& 840 — 1400 mg), 25428 K. HIRZ ) AUC 72 1445 + 869 ng-hr/mL, i =T
SEFIE (560 mg) FHIFEA AUC & 50% /54 .

WEG AR S CYP3A SRS RS G H . R 3R CYP3A #i5R (4
T2 N PR E e s L] BN 0= AL AN VNV = L BN M L BN T N
FEFER]7 REERIS[A]), N2 FEAE AL FH H0 0 750 300 ) b e A v 7. S & IR R
JARZ5 3R CYP3A #IH57. an e 20U F e CYP3A HIIF), 220 7048 FH 3 1)
WA FIE S 140mg. A I SRAENT 2 CYP3A4 HHIFAIRT, 512 56 25 1) b i )
RS (W CHZEHED. 58 EH70E AT TR =105,

B GULEAR SR YT R £ T A M A ZE LR RS, XSS CYP3A H A I
s (S0 CRVEREY M L2458 1% D,

CYP3A # S5

A f 55 AL CYP3A ¥5 3R AN 45 2450, A1 B JE B Conax £ AUC 18 53731 B

R4y 13 £ 40 10 fi .
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B SR CYP3A S50 (B, ROPETF. FIET. RZEF TR &IF
%, ZIEEH CYP3A B HEHBESMENRAY (1 [Z4R31771%D.

I R R AR AT B e e 3R I S R E I 245

R e FRARTE B T8 P R A A ELAE TR PT BB, AR s 240 J5 25 /0 6 /N AN B
i YR YT 540 1 P-gp B BCRP JRAIZR 25 Cant iy 3 BUH 208 . A0 8 Je 7l 4
G 0] BCRP, N2 BCRP /S AT IEAMRI 5 2 Bs &, Wim &Py .
[ZYd&]

H AT AR B e FH 255 B b 3807 1 i 0 BAR 288 . 1 1 R 2 i A 1680 mg
255 JE LT 4 Z2FEE R (AST M ALT) . WfRAD T Bt 75 70 8 A 2 i ) s
BEATBEDNMRI, 45 738 2 00 SRR YT
(PR ]
EMMESE
R4 PCYC-1104-CA

— e, 2. AR (PCYC-1104-CA) HIEN T ARSIGST 111 BIEEfE
He 523l 2 /b —FIRTT I MCL 2096 B8 1 22 A AT R (38 TP AR IR 2 68 & (S
40-84 %), 17%52FME, 92% MR N . HLLLRT, 89%[ME# HLk ECOG R REIRZ VT
grie 0 8 1. BEiZWE R AL (Al 42 N H, BERIr i A 802 3 Gell: 1-5 A
70, Ho 11%EE A2 TR . LR, 39%M&E#H 2 0H — k>S5
cm, 49%[)EH R A BERIE, S4%) B H LRI A AN

BERH— IR 560 mg A< g, BB R EUR AT Z # k. RGBT i E
B TAELH (IWG) JRE AT ST (NHL) FRifE PPl iR g2 A . X TR 72 Hp 1 32 B2 24 05
SR A VAN B AR (ORR). R FIAS i 2% il L3 12.

R 12: HAF AR MCL BERBEEMEE (ORR) MEMERFLELMTE (DOR)

B (N=11D)
RAEZREZE (%) 65.8
95% EfFXI[A] (%) (56.2, 74.5)
TERGM (%) 17.1
2% (%) 48.6
L 2 fif 4R T E) H 40 (95% EAS X TE]D 17.5 (15.8, Ki&FD
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AL EZR RS (IRC) XA FHMEAT 7ML 5 5 ffeRe . IRC & gh R BN
ORR H 69%.

WAL 2R S IR N 1.9 N H .

W EE 4 L 2 hE

MCL BFiH, FHAEIRA A GG 33% &8 bk 4 v S s Fhm (R, BokEgeTt
> 50% L T 4656 ik EL 40 M 14 5,000/me) . fE B2 A BT BT LR A & A b
PRI 20k, AR )2 8 M.
% MCL-3001

—IGIBENL I FFCE . 2 A i RS MCL-3001 VA 1 A< dioxof BEAT 22 /45252
T—MIRITI MCL B35 122 v ERT 20, N4 T 280 B3zl % . 2l d% 1:1 1Ll
BN B IEIT A, AR OR 560 mg & H—k4h2y, L 21 R, BESE | FE
1. 8. 15 K#% Temsirolimus 175 mg FfikeA %), 25821 KA 1. 8. 15K
B:%% 75 mg kA 2. PRALIATT — B RFS B R S DR AT 2 K B . A
RN 68 & (Tl : 34-88), Hr 74% A 1E, 87% N ENE N . HiIZWE K AL A
NA3AH, BRI AECN 2 I GER: 1-9 50, 46 S1%BEAE2 1 @ 8k
7, 18%BEA 2 I W & Ve KIGTT, 5% BRAT e i RIS FERZIRTT, 24%BEAE #2521 121
M. JEZI, 53%M52iFEH HILE KM (=5 ecm), 21%M)521%# itk MIPI /3E
NEfE, TERER, 60%MZik# SA RSN, 54%MZ K& A B BERIE.

MBI E bR TAEA AWG) dEE A S B (NHL) Arifk i IRC VEAL TEi R A=
3] (PFS). W7 MCL3001 H)J7 245 R 13, PFS ) Kaplan-Meier 122 WLIE] 1.

£ 13: EREAERME MCL ZRAETRITRER (A% MCL3001)

2923 2 5 Temsirolimus
N =139 N=141
Joidk A A
AL TG AEAE I (95% CD 14.6 (10.4, NE) | 6.2 (4.2,7.9)
(H) HR =0.43 [95% CI:0.32, 0.58]
BARZME (%) 71.9 | 40.4
pfH p<<0.0001
@ IRC PP

AR IRIT IR E H, AUH /N33 Temsirolimus & 4E T B A Im PR = SRR E
JRREPOEAL (27% vs 52%), HARG# Temsirolimus ZEIREALE N2 (HR 0.27,
p<0.0001).
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Bl 1: K% MCL-3001 Kot A7 Kaplan-Meier B2k (ITT A#)

100

80

60

40 — ' @O|mbruvica

% Alive Without Progression

20 _:l-—;.,

0 -
p<0.0001 Temsirolimus
| I T | | I T | | I T

0 3 6 9 12 15 18 21 24 27 30

Months
Subjects at risk
Imbruvica 139 114 101 83 77 45 34 8 5 0 0
Temsirolimus 141 93 69 45 33 19 11 3 1 0 0

——o&—— Imbruvica ---&-- Temsirolimus
BB AR (CLL) /MEESHMERE (SLL)
— T BRI AT = TR AL % FERIGAIE SE T A& V697 CLL/SLL B 1) 22 A PR AN

7R

RY PCYC-1102-CA

£ 48 B Z2ia CLL SF AT 7 —BUriE. 2o, BERh A FEER A 67
% (JuHl: 37-82 %), Hi 71%2 B, 94%2&mINEN. i S L ECOG 1Ak
WRELPES R 0 38 1. FRZWTE (At () 80 AN H, BRAEVAIT IR A2 500 4 Ik (GuF:
1-12 ). FEELI, 46%H B #HAH 20— =5 cm.

BH—IR AR 420 mg A dh, BRI R BUR NN Z B AL H AR AR
FAE1T Wi B bR TAE4 CLL Fr#EVPAT ORR #1 DOR. ORR A 58.3% (95% CI: 43.2%,
72.4%), BN M. ToEFILDP|E2%E. DOR KIS 5.6-24.2+40 H . Kik %
H1{Z DOR,
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RE PCYC-1112-CA

FEZ G CLL 8¢ SLL 38 kAT | — W i 5 B R i g Bl 2. JF
B IS . B3 (n=391) %M 1:1 Btk EIRENL 2 dl, Hb—HE T AR
HAEA 420 mg, BGOSR EH AR Z 8 55— 4 T IREARBH, WILGEH
BN 300 mg, 45251 A2 JGEEFIE RN 2000 mg, L4525 7R, BG4 AR,
L5245 4 R 5T BIBENL S C 28 B A SR 0 R TE S B S5 38 S 2 AR BT
BFIPAAFER R 67 % GEl: 30-88 %), HA 68%E M, 90%EmmMEN. i
B HHELL ECOG MRAEIRSTES N 0 3 1. RIGANLL T 373 i CLL &35 1 18 7] SLL
B FRSW S AL Y 91 AN, BEARIT IO 2 ke GER: 1-13 0. J
4y, 58%I1EEA =D —AMIE> 5 cm. 32%HEFA 17p k.

I PCYC-1112-CA T RN 14, MOZHFAZR G2 (IRC) HRHE IWCLL #x

HEVEAL Y PFS A1 OS 1) Kaplan-Meier #2875 W 2 R 3.

22 14: R4 PCYC-1112-CA KITT &5 R

y: S BkARBGIA
L2923 N =195 N =196
Tk RS
HHE (%) 35 (17.9) 111 (56.6)
P 1 FE 26 93
FET-H AT 9 18
Az 2 (95% BEEXED , H RILH| 8.1 (7.2, 8.3)
MK EE (95% BAE X IE]) 0.22 (0.15, 0.32)
TN (%) 16 (8.2) 33 (16.8)
KL (95% B AE X [A])D 0.43 (0.24, 0.79)
SRR P 42.6% 4.1%

* PRSI AL OS
1 IRC PFfli. A BEBIERIE M WIS R IR B 2T
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B 2: R PCYC-1112-CA I BAEFR (TT AE) M Kaplan-Meier Bi£R

100 -
90
80
70+
60 -
50 - f
40 - i
30-
20 -

ARIR= =) € 3

PFS (%)

101 p<0.0001 ( A
0 T T % T X T T
IS RLNSE PNt 0 3 6 9 12 15 /A

PSR RE 195 183 116 38 7 0
Y NE 196 161 83 15 1 0

B 3: % PCYC-1112-CA H.E8AFH (ITT AR 1 Kaplan-Meier #i1£g

100 _'Lujwm
| * 25
90 - ) T NEE O T ) N A B e I

I L |
uninsyy g o
80 - oy OB LR o bl d P

70
60 -
50 -
40
30
20+

0S (%)

109 p<0.05
0 . : - - T .
T R B2 1 A K 0 3 6 9 12 15 18 /I

AR JE IR e 195 191 184 115 32 5 0
AN nimpe 196 183 164 88 21 3

R4 PCYC-1112-CA HF 17p $REH) CLL/SLL

L PCYC-1112-CA N T 127 B4 17p #LH CLL/SLL &3 . B A FE
H67 % (i 30-84 ), Hrh 62%:2 Bk, 88%&millE AN . P B KHL ECOG
PRREIRZSTES> A 0 5L 1. | IRC #F4i PFS A1 ORR. 17p Hk2[) CLL/SLL H3& [¥))7 %45
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R 15,

# 15: I PCYC-1112-CA H 17p R CLL/SLL BEKITHE R

2 i BRgARBRGA
2 9= N =63 N = 64
Tt A
FHE (%) 16 (25.4) 38 (59.4)
I 12t e 12 31
TET HAF 4 7
gL (95% BEEX[E)D , H RIEF 5.8 (5.3, 7.9
KRG HE (95% B A X [A]) 0.25 (0.14, 0.45)
SARERR R 47.6% 4.7%

* W IRC Wit AT B SR BE >

R CLL-3001

efits ML BEIB R e 2

TEEF 296 CLL/SLL B3 gk AT 1A M A IR ZEH] VT AR 25 P (BR) 5 22 it

FBEA BR F—TFENL. 2l

MER 3 W5,

HF(n=578)1% 1:

1 A EEIBENL

P AR (FFR 420 mg) BUREGRIS BR ECG 42, HBPBWIEE, BUHIIA %
MEEME. FTEBEEZ BR &Z 6 MEM (A 28 K)o HIAZLFVTLL 70 mg / m?

IR R 30 0B 2, B8 1N EIIAESE 2 M3 R, 52— 6 DMRWIAE 1 RAN
B2 Re MZERFAES DI 1KLL 375 mg/m® K ELS 2, £H 21556

AR 1KLL 500 mg / m? IR 45 2.

BB AR 2 64 B (JEH]: 31-86 %), 66% M, 91% A N. FTHEEN
K2k ECOG fRRRIRA TR/ N 08k 1. HgWiz Hi2my A ES [ 5.9 4, 8Y7 AT
PLVRIT KB 2(E ] 1-110K). {EHEER, 56% 1) EH B=/AH — U >5cm, 26%
A 11q Bk,

56 CLL-3001 (197 %45 R W.3% 16. PFS ] Kaplan-Meier fh £k 40 1& 4 flir

£ 16: R CLL-3001 K74 R
A +BR4A ZRF + BR 4
KR N=289 N=289
Ttk R A A
FHE (%) 56 (19.4) 183 (63.3)
HFALE (95% CD RKIEF 13.3(11.3, 13.9)
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HR (95% CI) 0.20 (0.15, 0.28)
BARGERR * 82.7% 67.8%

*H1 IRC PPAA S+ BR ALY 24 41 %Z4RX# (8.3%) A&7 + BR LK) 6 4552 1% (2.1%)
BB T 56 g2
BR=JKIASLANT SR E B4 CI=EEXI: HR=MEH .

B 4: R CLL-3001 FEHBAEFY ATT A#) K Kaplan-Meier Hi£%

100

80

60

\ l-60IMBRUVICA + BR
40 ‘q

Progression-free Survival(%)

20 ol W -
:
*placebo + BR
0 4 p<0.0001
I I I I I I I I I I
0 4 8 12 16 20 24 28 32 36
Months
Subjects at risk
IMBRUVICA + BR 289 264 247 200 127 52 5 0 0 0
Placebo + BR 289 259 234 117 59 17 3 0 0 0
——o6— IMBRUVICA + BR ---k-- Placebo + BR
G 2 0E

F£ CLL B HT, 66% 1) & I A< it J5 Btk LA B ok BTt v (B, BTt >
50% H. w1 T 45k EL 40 M 714 5,000/mel) o B FHZ AR S IRIT IS 1A H AR AR E
MG ZRE, AVHIREIEZ 14 B GEE: 0.1-104 Do AR50 ST BG4 250,
AR it B A R B ] VT AN 2 BT 2 TR R PRI B ] VT ORR 22 BT P A B 4 i
18 A R A 253 5309 %M 6%

WA IERBE ¢ PCI-32765CLL3002

FERRAEZE R CLL B SLL B kAT 7 — LA it 50 2 H BT A BE AL 22 ot
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FRHCHE . T AR 7S . B (N=160) % 2:1 FILLBIBENL A BCEE 2 A (420 mg, HEH 1
W, BEPFEESH AT Z 0 E) SR ZE Ry GRITIE N 375 mg/m?, 447
1 FJEFEREEN 500 mg/m?, &2 8 1R, SR 30, ZJaE 4 1R %H4 450,
Mz g 16 B (30%) B HMBLBOIWHE R J5 2 A% T AR MiGTr . AR 66
% (Vi 21-87 %), BYEL 71%, PEEE G 85%. FraBFH L ECOG 1KhE
A0 8 1. BT AL T 151 45 CLL BE A 9 5l SLL B . FRi2Wi I+
RERFIAIA 41 N H, BEERIT ROy 2 (GERE: 1-14 ). FELELR, 43.8%MBEH
Z/0 1 IPIR>S em. 22.5% 1 (36 7, HAdEEE 26 D FH 17p k.

WHFEFARYE IWCLL Arexd TR AA7- ] (PFS) HEAT 7 VP4, 45 o R i el
FE AR AR T 29 80%. R BT T2 RYT, (HEALA (0S) 4 H i @om A i
BAR S X LL[HR] = 0.45) . ZHFFCIIT 204 B2 WE 17,

# 17: PCI32765CLL3002 H {9734 3

A FZE 8
295 N = 106 N =54

Tt BT

HIEE (%) 20 (18.9) 28 (51.9)

KUK EE (959% B A5 X)) 0.197 (0.107, 0.364)
BA

T (%) 12 (11.3) 9 (16.7)

HR (95% & {5 X H)) 0.453 (0.183, 1.124)
PR R R 45.3% 5.6%
ARG CALHE ARtk 4 56.6% 5.6%
ZRER o B R

PFS Z5 SR BIRFTE WM CEFEER . PR, fiER Rai 200, " SEIG 7
Zj. 17p §hAe. B4 ECOG V7 BEARVRIT LA 11q Sk 3945 584K N B i —
PSR A B BRI T AR BT )2 & F 4 PFS ZE K

[Z3EH]
HEEH
B Je Jv /N1 BTK (Bruton M RREMES) 0177 A e 5 BTK iGPEAz
U SR B R T B SR B, AT H R BTK BBGE 14 . BTK 42 B 4l i) 52 /& (BCR)
AR T 32 ARE B 45 5 70 . BTK B B 4R 1 S2 AR A iME 58 %4 B 4Hi
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LA BRI RGP ) TR A . AEIRIRE S S5 R BoR, B & e i) 1% B 4 14
PN IR TR I 17 DL R AR S S A AT R B

TR R ME B ANtk L B, A S 2.5mglkg/ R L 7R (CRI5/kE 70kg LA
B, >175mgl KD 424 24 ANEF N, AN E I B AN BT K & ML A I 45 53R 1E 90% LA
.

TEMEREZ R, 4T 3 MM RHERRIE (1,680mg) , A & e A 5l LI PRAE G
1) QT %EK

FHA
v AR HEAT A 5 JE IO VERT 7T o
B

HAAEJE Ames X5, CHO 2 Je o i i A 1050 A/ BB BB U2 158 Rl Ik
2,000mg/kg) 45 F 5 B

A M

FATE B (100mglkg/ R ) LEREN: R BRASHC AT A S BC 28 M e SEeh 2 4 1, (ERENE:
KR ACECRT AR B I 28 1 824524 2 J, HEME R RAZG BRI LEa, Mtk KA E
R TR (GD7) , SR EREHHEIL 100mgkg (AT AEF)&E 16mg/kg) i,
SR DL %o B A R A DK B P 2R B 0 Bl AR B R A R

SRR RAENGAT 48 B TR A D1 45 T A1 8 )8 (10, 40, 80mg/kg/ k) , &5 R oK,
A (80mglkg/R) 1AL BROMEAN B W, WEAG BRI 35 R 5 25 2k 5 18
e BFAEJE (80mg/kg/ K ) FEK B A 15 e B K 2041 4 T 4 M bk (% (MCL) i
560mg/ KIS MMANFTER 14 1%, TSR E 40 3 s (CLL)/ /N bk 20 itk
EURI(SLL) B # SR [IREERE A E (WMD) B3 420mg/ KAl & NPy B8 =1 20 £ .
A (40mglkg/ K& A BRI 51K R4 ERE . FAEE (40mg/kg/ KD
5K R Y 10 B2 72 B K Z0HE 24 T B 4 bk B8 (MCL) 22 560mg/ K5l & Rk N R 72
(¥ 6 fif o SEURGBIEMAT A B IEBUNE D4 TS JE (5. 15, 45mg/kg/K) . A& 8
(15mglkg/ R R UL BRI SR BAFIERE. FHEE (45ma/kg/ KD 5l B
FR RN PR G T 9o 380, AR E e (15malkg/ k) 7E R I R B RAM Y T8
2 bk R (MCLL) &35 560mg/ K75 AN B iR =1 2 £%, AH T8 bk EL 40 1 1
T (CLL)/ /N itk B2 P94 28 (SLL) B B IR B ERER B IIAE. (WMD) % 420mg/ K571
= NMENREEEN 2.8 fif.
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[Z53h /151
MR

A B Je T AR ) HH AT Tonax A2 1-2 /NI o BEE 7R R T B 840 mg, % #a 38 M
YT 560 mg B, BEMFRE AUC (UME + #aifEZE) S8 953 + 705 ng'h/mL; 45
2478 420 mg B, BE RS AUC (ME + fafEZE) SN 680+517 ng-h/mL. 7R
STEE (0=8) R EIZEREYIRIFHEE DN 2.9% (90% CI1=2.1-3.9), HBEEIRAE T
Wonfs . AR RS A 2iAH0, 5 PR IR AT B e I B K MR (Coa) 3G
2] 2-4 £, AUC HIGIMZ) 2 %,
il

P JBAEMR AN S N ISR 3R B BT I8 45 5 %09 97.3%, {E 50-1,000 ng/mL Y 1%
AWERANE . HMER (Vo) N 683 L, FRREBRMAME (Vau/F) 2175 10,000 L.
A

A AT JETH R ) T 2 A o A B JE T 2T 40 i (5 3R P450 CYP3A AR Ak
Z MG, —/NisriEE CYP2D6 AR . PRS- PCI-45227 & — M A 17
FAEY), X BTK WHHNEELS AR JER) 1/15. FRZSH 32U 1) PCI-45227
5 )5 A 25 LA 2 1-2.8.

MEFNE AR T RIS R Z 4 %4 62 L/h 176 L/h. ESEMBH RS T, £
T RIE B2 T 294 2,000 L/h A1 1,000 L/h, X 58 E 0 o AR . A0 B e 1
i AN 4-6 /NE

BT EIE (R LRI F RS (UL R 0K RO
PRICHI[CI-BHA B JE I 20 90% KU P I RETE 168 /N Py HEE, 3 K343 (80% )
GIAEHRE, RB] 10%2 R, FE0 BB G B2 MU bR
1%, FRAPHFRGHIE R, ERAR.

&3
FEZERE T (67-81 ), HUYIHHAGT B e iR B m 14%. AN ZEHE i x5 Bt
TR
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el
P X 7 A 5 JE 1 42 EHB BR AR TSR o

Mk

XE I FT PCI-32765CLL3002 H 20 18 & s Eva P CLL 8¢ SLL H [E 52334 1
iR BN 12T T YR . SHAB ABEA B, P E 2R R AR ) 2 B S B AN
FERIVERE 2 N

B RS
A B Je AR = A B EE R B & RARERAR T AR 10%. NIEE %
(CrCL) > 25 mL/min X} 7% 5 () Fe R A oM . 3 X T HEEESE (CrCL < 25
mL/min) 5 BUE T B 1R

gLy

A B EAERTRE AU . ERTBOIRe T,  ARIEAE 32 1 1552 140 mg ARl FRLIR S
2. H5DRIEHE MZIREAMLL, BE (n=6). T (n=10) MEE (n=8) JFHifE
TSRS E B AUCHZr BIIEIN T 2.7 £, 8.2 f%5H1 9.8 f5. SIHIIRE LW 321X HH
bb, BRRE . o REMIE R AT AT R AR AR SR I Conax 72 BIHE N T 5.2 45 8.8 15411 7.0 £i%
(Z W CHEHE]Y PRIRAREHIZ) .

Y EIER
EAEES CYP3A Mkl [F A 42

18 it Be B #F AR B MEARAT N AT 17— BUP IR lse, 28 1 R ke T
JE 120 mg, 5 7 KHIR%E TARAEJE 40 mg A FEE 400 mg (56 4-9 REER—V0. i
RS A B SR TR — L ) Conas Al AUC 43500 T 29 £i5F0 24 5. LR
W, 2 RS TR IR T 2 CYP3A i) /R BR EANLLE 3, K S8 B JE ) AUC
T 5-8 fi%
P g e 5 CYP3IA FEEFIFR4Z

FE— TG YAH EAE I RIBE T, PK U R FIART- (—Fh5R CYP3A S5 5
P BT Crnax M1 AUC {H.57 51 FEAR 13 fEH1 10 £52L o PBPK M AT R BN,
M CYP3A FS50 (KikFe) FEPAIE BRI AUC fEFFIK 3 7.

A BS CYP EYM RS
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WRAMIF AR, IGIRFE AR e (UKi < 0.07, FIFHZZ) 560 mg B [1-F15
Crmax 1S F]) 1 PCI-45227 (I/Ki < 0.03) ANKAJRERATA—F F R CYP HIHTH
. AT B JER PCL-45227 #& CYP450 [ T.BELEAR S 552035 S 741

A & B 5 s R R 45 24
AR, A B e AR p-HEERE (P-gp) BALBUEINZEE (BCRP)
B R, 202 38 DO SN o I PRTR & T i 4x B A B JE AN KT BE A2 P-gp
R ([1UKi<0.1), {HATEESNH] BCRP. AR 24 )5 Jo 30 ik FE X i s IR B AR A
B Je AT aEXT B & H ) P-gp B BCRP IR S0 . 16T 18 807F 1Y) P-gp B BCRP JiKA)2E
FUIRZGH (14n, s =7 R0 R e ) 5 4 [R] I 45 24 AT e 23 X 2R 245 W i) I v ik FEE T
o
[ ]
30°C AR RAT
[f%]
F 4 HDPE %%, F )L % 42k o
90 KL/ /& o
120 R/ o
[B20H]
36 M H
[PATAR#E]
B2 S R dE 1X20160135
[ 025 SyEAHES 1
H20181066
(A4 ]
A4 FR: Catalent CTS LLC
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i 5i5: 400 888 9988
EE S (029) 82576616

WIHE:  http://www.xian-janssen.com.cn
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