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AR AEFIE<12 2 3 v 1) 22 A MR o i AN B

FE LA DA NFE A A, R D) WA St P B E o SO AR i PR 465 24 B0 [B) W] e 22
oS o B R B F AR

H K 1 e 7L 3R ML P /D AR R B R R ARV TR, i DAL % R S I PR A
BEMN RS, OFENES & HE, R A LIDREMI LA R AR BB TEAR G
AN

FERRZ AR IA T HIR),  NL5E ST it A A1 SR REIR DA B A 38 ) B RS R A
[ZERZH]

fE 114 R EFEREM A RUEZRE CER>65 &, Hp 21 MBHIFER>T5 £) #7164
2 R AT R T o A R ) 22 A TS VAT ROHAT T Y. AR, Rl E R TRE R
AT (3mg~12mg, —H—V0. Mok, DH=65 & 121K E SN 6 i 2RI et 7,
JRAERE I > B R E B2 T e R E A (3 mg~15mg, —H—¥%0.,

BRI, TS INMARIGRT T 2R E T (n=1796), WIEERZ T A BRI
Zk#E, HA 125 N (7.0%) F#>65 %, 22 N (1.2%) F#>75 ¥ (EIXEZRE MERZ
WFE, Mk ERWME R 2 e BA A E R R, T BAEZEMEREE T, HARE
e PR 28 56 R S /s i 8 R 25 ) IR L2 e, ARG VIR I i e S A R LA v 1 2 T U

CENZZ Y 2R E AR, Rk, hEEEMEEESHIVERETR (L [Z/€
D, ZHREENB AR, BT EEEE TS I E IR TR, RULTE R L
S, ARATRER NI G R (U DF5/HE D
(2 EAER ]

7 R H AR R R

% e FINRER 3 ZE A RGUER (SH LR WD, ARG RN HAl R
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WX BRI E R 2 V5 S P R BRI, PR i 5 HoAt B A R IR T 299
— RN AR I RN, (A DEEFHTD-

MARIIRER A AR B CYPAS0 [F) LRGN 2576 FIRS, FEAN TS K A B IR K 22 1k
B X AREN I EAE R o TE NIRRT AR SN TE R, AR IRER AS 23 B 4 i 205
Yl 1.2 CYP4S0 [FIhEEALHE CYP1A2. CYP2A6. CYP2C8/9/10. CYP2D6. CYP2E]. CYP3A4
A1 CYP3AS YEALAE 25 i AT o PRI IAR IR A TR0 A 2 DAL I PR A5 S 7 A e i i
AW ZTE R . AR IR T AN 2 7= AR RS AR

TEWRITIREE TN, MARIRERA 2406 P-HE a1, SOPOAS 23 DLEA I PR 3 S 75 0 i) P
AN S HABZ YIS .

A it RVERAEFEAH ELAE F AR AT REMEIRAE

TR PG4 T AN (12mg, B H—) FUBH RERENZE R (500mg £ 2000mg,
BH ) A smi i R £h 1 230 1583

ITE R N EAT T 2900 ELAE 5T
FAt 2y Wy A b 5 0

I FIREAS & CYP1A2. CYP2A6. CYP2C9 Fl CYP2C19 ), $7~ /AT g 5 iX L)
75 S AR 077 25 AR ELAE o AR AMIE 7T 7%, CYP2D6 il CYP3A4 2 5 AR IR R AR TR 2,
PR AT S A R R A X Se B (R F R AR K 2 FEAIG, 7R BHUARTERR P R A 1 — 45
YA FR, WARIURER & —F P-gp A

IEAIRAAE CYP2D6 HIVE N REHTH RIS (42 L257/05) 77D, 1EfERRZAE T
HBEAT AR ELAE FRBE LR, TE45 T 557 3 mg ARSI RIRT 45 T 20 mg/ R FETT (G2 CYP2D6
D, GRER, £ CYP2D6 s, WA IR 2 5 -1 X5 & 16% (90% CI: 4,30).
BT R R R VT REAT T o IR PRAH RPN 2

A CBEH— 5REPEF 200 mg (B H B B AT AIARIIRER 252 Coa Al
AUC BRI KL 37%. LR FEEIR KFRRE L P RE R RN~ B PG-Ti% 3 B IE P-gp #i&, MIMT
SO FIWRER B LTS bR R T 35%. JRAFEALZA BEARIR D, RUITES R D VE-PECH IR, A Hx
WEFINRER 1 CYP A EAE VIR BRI SEma /N . TG JE R S PGP0, S 83 PPl A T 1
WA TE, NIFIE. AR, SRS EER, MERE ARSI, W T, R

=

Ho

FFIEAR M 12 mg 5XARRMNERE T (2 7 500 mg/fv, BEH—X) BHSSUHH IR AR
Conax A1 AUC 31N2) 50%. 5 TA RIRERIRA I, BRI R VFAN J5 25 8 B RA dh R B
R EAREEN

FEHAT G (IR R S0 R IR ER B S T, NS b i) — R ey A 254, AT RE
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BUEASN SR B (S LEEFHTD.

[(ZYd & ]
e PR 5

EFIR R 25 A B LU A IR, 78 BT Rl s R A D B i s b,
FTEN S 405 mg. MBI AIERER G FEHE AN RADRAUD AT . oA AT RE LI AAAE
FERELHE : WARIORAE C 20 25 30 20 Y R T SURMERIAEAR, BN R AN, 003 id EAIIC I
JEVL K QT A HAAE K o A7 i BRI ROE R WIR P96 FE 2453 8 1 B 7 i L6 P 2 A o Bl e S T 2

PR R 2 ) 5 ) S (T e A 4 RS A P R R i i 25 it B A 00 B R B
VEEA R 25 & 4y
VikZbun=¢i:

H AR TR S I RINRER AR B2 25, R0k, — BB &, B4A T8 U RRATT
FHHATEYIME S MY, EREERE . EPNIETT 2 L EH RE GO, % R 2R
ket [R5 R U K 2 M2 A

ISR B, SO S AR R REE Y, MR R R A ANE R NE IR E (U
REARRERK, NEFHEEIT) UK ERIE L — R4 TR 7).

2 B S EURB AL B A Bk LK g BRI S T R 2 38 i S A DR e T 3
BRI R RS o

RESLEI UGS T O A 4, AR RO B I, By bl BE LA O R . RS
TV HUOEREZNGYT, HIeE, SUEIAAIIRE 25 B ) B IR T R
MZERT MR QT ML KM R . FUN, IRFIEN o SZ AR WTREE t mT R 2 3
FUWRAA 0 B ALN,  FEURILE .

JSL3E 3 T 2 ) I T IR L R A S v, e R ORI B A B 42 2 CR R b
REMZ O, SNZRAMN B BOAMER A RN I RIIRER BT S o BEWTIE = A2 A i
JEDo Gn I B A A AN RAER, A TP .
iR 1
SN

TEFF & DSM-IV ARtk AR ARG 70 B SR 3 (AR, ~PIARIE 37 %) kAT I =122 &Y
FURTREAEVEXT IR (P 6 JE [ e R R s 7R (3mg-15mg, —H—¥%) Mk
TR BT M REALSE . RER. PERRANE I . =I5 78 sk 7E 77 B HE 3 mg/ R 6 mg/
Ky 9mg/k. 12mg/ KM 15mg/k. TH RS, AEELEHE.
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PR Bt AT A o
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SPBUEBRE N — 6 A, JRARIC AR AERGYT GIEEH 3-15mg, &H 1 7%0. &
FaEBIVAYT IS, ¥4 B3 DUBUE T B 7 e B 3E 4k 2244 A B AR @ AR A MR YT, Bl
Bz AT, HEHPURS A REEIRE R . R HE N PANSS P74 (SFE f) PANSS X
YRRV BEWE. BEABL IERE A RSO N B 30 F s F A .
SPEAR AT R T R, BRI YT I R I R R N R R K, iR
B TR 28 s M AR BRI T TR T 280 J5 T T B it T 45 B
HHE

FE—TRRANL. E . BRI A6 IR st , A A S 2 1) ] e R o7 4B
PP T 1.5-12 mg/ H 790 B P9 2 7E SRS 1 2 ZR0RE (1 72D 4R 52108 TP K7 28 (R N = 149
, ZRFIAN=51). ZRAF WERN12-17%, B EDSM-IVE 7 ZUEFRiE. i HJPANSS
PPAGYT R BRI FUAE AT R 23 BURE K 75 /0 AR 32 303 TE B AR il v 57 (T R 2 B
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IS % 531

NEHE, N (%) 17 (33.3) 21 (38.9) 31 (64.6) 24 (51.1)
REHE, n (%) 34 (66.7) 33 (61.1) 17 (35.4) 23 (48.9)
P fti(vs ZREH) 0.479 0.001 0.043

NI RE SURNPANSS P47 F R FR=20%
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LT HME (SD) -25.6 (16.88) -26.8 (18.82)
4K (SD) 0.877
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/N AR IBE Y 2 E (SE)
[EEZ e
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TERA 0. BFIORRE o B o o IR RS2 DL B S A ORI, T AR 25
VIR A 1 I RER . WRIIRR 5 I RAE & B e B 1 B 21 L IRAESE (TR . 15
PR, (4 () WPRIIRRRA WG (2 AT

FEI

MR, RIIRE Ames W0, /N BUEURTIAN . KRB A0 25 T P

AR, UL B TR, KR TR, 1R B 52.5 me/kg RN M
KEUEIRAEA LN, (LR, VR, BRI S HRE B, RS,
AL AR (ERIEA0.63 me/kghf LSRR AT, AR Femgn® i, 14T A
PR AEAL R 1

HEPE KBS 126 T RIRH, 005 752, me/ke/ RN A 7 R, (LK (B 7
MO T . R R AP 27 H L R RIURI. 2R Beagle K AL 26
BpERY, FTARE (031-5.0 mghke) SR GEILIS SEIRD « H 745 1 SR Tl 4257
AFUR, ML SRR TSRV, UM T AR

TEOR K BN S G T2 B O 11 28 T AR, 5 s 7708 OB 10 mg/kg/ R 55 mg/kg/
K, femgm?it, M T ARG RS TR KA I & AR

AR R BATNAR A 2 T2 FAC N IAAIIRER . A ER O BE R PE e, 42470 E
HEmg/mP THE T AR BCRHERE RIS, WA AT R0 (S WAIE AR+

BoEE: MR BEAT A IR B0 P

ARG EHAE R B /N T 2 2 B ALY IAARIRER - £ESwiss albino/)> B AT Wistar A 5 132
17 7B BRSO RS, Bk TRIEER, HRED¥0.63. 2.5, 10 mg/kg, /NRESEL 25184
Hy KEESLG 250 H . @RER, SN BRI A 73 18 HRR AN L e 5 A 5 B 2%
Thiro fmg/m?it, XX LR 1 JC 2 M /T S T AR A A N AR s K HERE R B (2 AIRE
B 450 AR HABGTRE I 25 Bt A SR Eh MK s 2510 P th A B FLAR . IR 1A BRI R f)
KRR, L EIED 2 AR UL R T s 8. A2 R s i 22 211
et SSPNEN by PSR RYITTR

GrEeshE: 2l KR T 242 73R HIRA N4 TIARIIRAR, ACAEMEPE R R 523 2% >
ACAZ B AT IS AT, ToREMA I E N0.63 mg/kg/ K, TR RIIARIIRER L2594 F (AUC) 5
ARG EEAR L 1E e =71 2.5 mg/kg/ R I IE AR AR XS K B A 24T AR R B AR ™
AEEEER, %R RN A IR R 0 249K R T DA I 2GR R2~3 4%

P B5 B AE SN NAR A 23T 2 AL MR IRER « Sk R & 45 F AR ER40 /8, 775 80.31,
1.25585 mg/kg/ R, MERE KA K, ToremAE 8031 mg/kg/ K, 1% &5 Hi-+H
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AR )25 (AUC) A1 =4 ) LIE AT /DA 3 5 A 15 i N AR B KA 77 B P 1) 1 259K
BEAh, B R AL EAEE S ) 2 AR B T R AGEIR . AR 212 R )5, XhEE
K[ R N e o NI

[Z5R30/1%]
%I F1%

SRR A S, MR R AR IR AR R T, KREITEMRZJE 24 /N BRIk
(Cunan) o TEAERE HI PRGN (3mg-12 mg), 4525 J5 A RINR B 25 X80 7 2 5 7 & i e
FIR IR P 1) 28 R 2 R 24902 23 /N

BTAME, Z2HZRERKNTE 4-5 RNBRAKRE . 18 9 mg MIAFRIIRERFIE T, Pt
BIERLER 1.7, JUEIFE 1.2-3.1 ZH.

SR EE AR SRR L, A b IR TR RS R B AR N o — TOURFF 98 LA 7RG A 4 2RAE
F A MFINRER 12mg, £ H 1R (FERZREF 420D FIRIBREHERE F 4mg MIFaZS 254K 712,
2k SRR IR TR 22 R s R PRI Bh AR 0 38%, T FIES BRI RE 1774 125% (LA 1.

i =

+ MHRBEER =37
- HERERH (n=37) K

gg I 38 054 I I

i
rfid (%)
B 1: 12mg [ERIREIHE 2mg R 6 /iR, ®H 1 IRESRA 6 RIFERRERME (LlH

FINREWRERR) SFIBEEBRHFIFE 1 K 2mg, 5 2-6 K amg/RIFREIRE (CLERIRER -+
FIEERIRERR) R

FRAA S G, TRIRERE (5 F1 () ST RAR S B, RS P#E AUC 1 (+)
2 ) WHIRZIH 1,60
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WS AN 3 AT

I P AR i A R IR 1 P 245 26 00 P A2 28%

FEAERRREE N2 E PR IR/ M A B4 T 12 mg MIARIIRARZERE )5, IRRIWRER T2
Crax A1 AUC S EOIRA 7 M TH 7 60%F1 54%. 5 76 ANZE R AN IR B 15100 R T2k 2 b sk AT
THASLAR 2 A AT A AR . R IR A O R R, A R AR B T
S FINRER B iR & (A D2 ED.

MR NBESHT, DARIIRER RS AR 487 Lo A BEMFRI DR EH () 25 25 1 45 4 502
74%.

AR AN

RAE WA TR, CYP2D6 Fl CYP3A4 225 T MAFINRER KR M, A 45 L HL X L [H] 1)
WELE IR IR AR (1 SR TE b e Rl TERIER (SE L2091 2 1EH D.

5 A R E B DR 1 mg '*C ARic AR IR ER R — J U5 45 258010 59% EH -
51%-67%) LAERIMSRAPHE, 32% (26%-41%) KIFIEAE AR =24 F, 6%-12% 15 &
BEA R JRATKRLIA 80% TSNS EMIT, FAE P KL 11%. CEERATFTIESLA 4
PRI, WA MBS ER 10%: BREER . BAEH. BEVEH AR FrEmn R
fift

NBEZGARET B 712 43 & DU FINR B ZE CYP2D6 S HEA QM Fg Qi 2 1A B R
BIH RS

ST IN

Bt b

R R E B S I R N I D AR SRR (A DD, RN R TR
F ARG AT T WARIRER 3 mg ZERE A A o S5 R EOR, UEFIE BRI B LB A Rk
BT BRI . RS DhREfE 2R (CrCl =50 mL/min £< 80 mL/min) MAFRER & 75 KR
TR 32%, HEEHEZRE (CrCl=30mL/min %< 50 mL/min) & 64%, % EHEZAH
(CrCl=10mL/min #<30mL/min) ¥ 71%, SHERZIXFAEL, XN K352 5 & (AUCino)
SRR 1.5 £%, 2.6 f5H 4.8 f5. B, . EEEEIRE B N AKIERLZ S AN 24
/NI, 40 /NIFAT ST /NI, FHECZ TR, 1IEW B ThRERZ 1 1210 23 /N (CrCl> 80 mL/min).

Vgt

FETHEEFHE (Child-Pugh 7338 B) Sk b7 10— TR 70 27, 30 25 P R WIR P PR
R LA TR SR, E IR IR A B 2 B, BUAE A G R TR, B, BhE
JFA T SR AN R AT R R R . B T T A T AR R AT T

12-17 ZFHFE (fE#E=29Kg)
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WA AR B E 5 2D 52 RN 14 B & Fa K- SR 2. EAREL<S1kg (<1121bs) I
D, WEE R R KT LR E>S1 kg (=112 1bs) FIF D FE R H 23%; WNHABEHIRKE .
R e AN S TR LR IR TR ) % 2 7K F

ZHFN

AEFE ORI FR R R (2, BT IENSBRESHE TR K MR, prfa2E
N B BEHRENNE (S LA B F G2 UL DIZED.

Vi3

AHEF AR AR R . 7R H A B N BET R 259 3 1 22 SRR W 2 259
(ISP

15

ANHEREARI L B TR B . 7 55 AN Lotk b BEAT B 25 AR Bl 70 2t e R AR 8 2 254K
WEh )7 R

WA

AR AR RPOIRZS T #7002 AR A A Bl EAT AR S Fe it R IR R A s T
CYPLA2 IR, R A 1% 2 6 1 R WIR B £ 24 0 AR B 0 277 A 5
(5

15-30 C & B R17
[B%]

B EE: BRI SR AR AR SR

RS 7 &, 28 i
(B3]

24 ™M H
(AT Hr k]
2 iR AE JX20230027
(S ]
3mg: [E 255 HI20160549
6mg: [E 255 HI20160550
9mg: [ 25 HI20160551
[Za BT A A

£ Janssen-Cilag International NV

VEMHHE: Turnhoutseweg 30, B-2340, Beerse, Belgium
(A= 4r]
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Mk F5: Janssen Cilag Manufacturing L.L.C.

AE P hE:  State Road 933 Km 0.1, Mamey Ward, Gurabo, 00778, Puerto Rico
(%]

AR PH AR 2 TR A F]

ARk BRPGAE VG 22 T o X B R L R R DU K 19

HEE A% : 710304

5T (029) 82576616

LIS : 400 888 9988

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