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3. IRAEIAEE, AL S I VUK MERE MIC AHSC I RUEY S R A E R
K 3: WA 1 MBFA 3 mITT 2k $R IR AELL DLIA Mk MIC 31 i3 24 B SR
BHE 24 A%EE, 8FELHERE

FL 2R DAk MIC DUIR MG TT 2. 24 JA B 3256 R
(ug/mb) n/N (%)
TH11 E gy TH9 RizE (REMA)
< 0.008 2/2 (100) 21/25 (84.0)
0.015 13/15(86. 7) 33/39 (84.6)
0.03 36/46 (78. 3) 70/92 (76.1)
0.06 82/107 (76. 6) 45/56 (80. 4)
0.12 36/42(85.7) 6/7 (85.7)
0.25 3/4(75.0) 3/4 (75.0)
0.5 5/6(83.3) 0/1 (0)
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=1 0/1 (0)
N = BHEIEMZIREBE: n = BHZSEROZREGIEG MIC = BRI ;
BR=T§ 577 &

BEFE 3 J7 N 19 51 535 3RS T AH I 56 FRI L 3 B R 1) SR DLk e Wk 2 B i
G CGRLERILLL R, A SRNEE 24 LGS T). X 19 flEHTH 12 flEH
FFELL J5 VLA MIC Hin=4 f%. %X 12 MRIELE 2 BEHk i 9 ModiT 7 3L A
TR, KRR ATP A BEHRN T RAL . RIX 9 BRI T Rv0678 KA. 12 5] DUk
Wbk MIC 39w 4 11 1 (11/12) W.F pre-XDR-TB % XDR-TB [ # . pre-XDR-TB #
5T XA — P e v R B — P 23 S 25 T 2451 MDR-TB 43 54k,  XDR-TB 4 5& SUxt
b R I R — P 2R S 238 241 MDR-TB 4 B bk . ARIEIA Kl DLk
MIC #En=4 52k (5/12) IMMNEH G 120 B2 A M aRas REEYD 5k
PR MIC $En<4 szl (3/7) AL
R &A=

2R o MU 2 SR A Y S0 = 0 B SRt 0 6 (R AE 0 4 i PS8 AN 5 5 o o8 P e
DU IR K BEAT RO E R 2R 4 P T 41 MIC B G .

R 4. FRBREN RGBT S5 B B H37Rv 2505 FR 5 B i 76

WA DUEMEMR MIC (1 g/mL)
THI 72 TH10 B gk TH11 Bk
GER% S B R 0.015 - 0. 06 0.015-0.12 0.015-0.12
H37Rv
(2) ZiXEh /1%

DUk wm 3 B R AR A, A N- B R AR (M2) . S EHMAL ST,
M2 NP 2 2 i (23%~31%) AT I SOAT BE PR RLIR (% 4~6 ), kil Jy M2
XFIGARTT BOGEEH . 28T, M2 MR IREALF5S QT I KAT K
Lo JJE R AR P

WHFe 1, RS — N B IIREYT , DA G T 4 QTcF P38 In(Z4 Fridericia
JHERIE) KT ZRFNGIT AL CF— 8 DUAMEIRAL N 9. 9ms, 22 T4 3. 5ms). TUE

WEI 24 JEVEIT #AMA) QTcF AH A 15, Tos, 1M ZEFVATT4N 6. 2ms (55 18
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JiD o VUKMEMRIGRIT S5 0I5, QTcF SBMs/N, FERFFCIEE 60 RS, HoPRME 5 2R
AL

WFFE 3 v, B VRIT LR B A A A K QT [R5, BES0SEH, )
I i F DU R 358 QTP [MHIE KB, S59R77 77 %&b QT K280 sE L .
SRS F DL PR T AP HoAt QT [ HAEK 2GRS, 35 QTCF 3G i id FE2k
23.Tms, QTcF BUNFEARMIL 480ms; Ti7EA A 2/ WA A IEK: QTCF A2
Hi, P QTeF AT FELL 30. Tms, Jf HAE— (L8 o QTcF BUN AT 500ms .

HEMA
e

& IR UL MEIR Ames BR56 . /) R bk E2 R 2T B iR A /N BB e 2 R B I
AT

IR VLA MO TEVE RIMERE K BRZE B R ILEE R . FEMEME R R, 45T LR I
XAZBCBAE B RPN . EAEE WO, 4T e VAR 24 eV KR
A 3 RN EAG X LSRR 52 RS T AR ORAICRIE R . DA R 25 6 1 5
RSB 52 LB 52 A L5 7

FE K BT G o R L DL IR A 7 AR SR 2 IR R o K B PAY A £ L 3R 5% B

(AUC) NNAEPIH 2 %, TSR NIMET 2 .

TEURK 28 T DA, RN F1 ASIIRITERE. TR E . Kicie. &8
JyERAFERE T M T B A A FLAE I L R R DA MR, AT AR R RE. 3L
T P LI PRI PR 94 P e BEAA S0 3% s R FEE ) 6712 £
BUw -

FER B, DUIAMEMRAE R5i8 10mg/kg/ R AR 2N, R WBUE . KRAEZ
FIER R E (AUC) 2AE 1T MG AR IR% 2 E H SR Rk 21 1 2 2 fif.
FoAhF Ak

DUIKWEMR S — M EH B 1 2R IR 259, W S Eh YA AR B O LTI sn 4,
HREARFEN R REZ R, EERAETRRAERAR RS (PS) 4. ZikMpr
A e 2 L E R TR A/ B VROIR B VR A B 29 WA S MR, BB BL TR e S
PRAES iy AR B EEUL. BEARA/ BB . 28R, XSRS IKE .. &
Y, MR LM E AN, B, DR TIm PR 2k IR (DL AUC
i) @826 MR, KRG, @, PEKUME 2205 . £ 12 FK RN EAR
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MR EiR Ay, HAEMFG R 425 1 IR P RS Eidetl, (HE
P 5 R A . AR AL AN R AR 4

(2R3 1%]

1. ¥k

DUIK IR e — A — 57 SRR SATL e AT T 240 o DLITA MR 2 B R A= A A, ARk
N-FL.25 FEACHIY) (M2) . SEHALEYIMELE, M2 BRI R E (23%~31%)
AL SRS PERBUR (1K 4~6 fi5) , BTy M2 il R T 200 B 1B - SR,
M2 IR FEALT- 5 QT [aIME KA K.

M

EORAZZ G, —MAELS 25 KL 5 /NS DA B 1 3K E (Crax) - TE
W FC R B e 1 B G P [700mg B4 24 (BT 1.75 %) ], Conax A2 I 26 T THI
B (AUC) HTHE S ERIER . VAR5 & K2 22 g g7 (bRt (3L 558 TK)
[ AP FR A AR A0 FH B A s B IR IS 3G IR 2 2 4% PRIk, Dk mgsbk 2 55 &) [0 il
PAF e H IR AR F FE

vaxil

DUTAWER IR 2R 2R 1 456 2 KT 99.9%. 7EH = 0 A B AR TR L8 1641

AR

CYP3A4 2R AN %A T DUk e AR AT A Bl N-FRL25 AR (M2) i R i Je
M2 CYP [ LEG, Hrh M2 Hi7 BT B Es 4~6 fi.

HER

KB Crnax Z 5 > VIEVEMR U B LA =R HAR . DLIA PR A2 N2 25 FERAC B (M2)
P AR BRI HIL Dy 5.5 D H o XK AR BRAE AT RE S L 1 A1 21200 T
DR ERRAN M2 S22 R

Hedtt

FTImPRATHTFT, DA MR 3 250 S HRM . ZEIRRBEFE T, PRI DIk e ik i
25 HE AR T 30 T F 257 & 1 0.001%, $271 J5 8 259 14 B BIEVE R R AT A

2. FHRANBANF 1%
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HFZ)RERR A : 400mg Al BLIREE 25T 8 il FEEFFAEE  (Child Pugh B) 53213 2
Ja . VUKEEMRAT M2 (RT3 B 55 B (AUCen) HUABRESZ IR P4 IRZ) 20%. A 7E 5 5 T
BiHEBE PRSI (SR CEEFH] ) .

B LyFEST#: A F AL B DRE IEH 10 B P AT 700, SR DL v bk i vt
B (<0.001%) .

FEXF 252 A i 200mg A 3 YKiIT 19 MDR-TB 835 HE4T ) — TURHAZG 108 /1 %0
B, AR BUUUEFE BR 2 5w VA MR 2530 1) 24 BRI, TR R b 2 5
AR N 0 WIS LE U NIIE =38 = yata o Sl )7 9= 0} AL N (EP NI I N A= 7k - e ]
BT S BUE AT AR B 83, U B TR R AG 4k A 51 A 2GR, oA R
IS4 T B 5 3 DU IR P T v o fR T DA ME R 5 M5 2R (1 2 IRV B s K]
RETE AL ML VB0 AT I RS A I 28 7 ok AL 1) DL e b

FERY: AEX RS2 AR S IRYT (1) MDR-TB 3R AT 10— AR 20103 J1 2 0 b, R
W5 ) 5 PR 2 1 2 5 AT IR R R S 22 5

Fh PR 7 AEXH 2 A B 9T 1) MDR-TB B HEAT 10— B R 2654830 1124y
BT I, RN 1 DUA MR AUC Ll HC At b £ 211K 34% . X PRI 28 53 5 TC I R 2
S, BRATE I PR ISR Hh R 4% 51 VLA MW B 1 5 N 2 IAETE B G R . B4, AN
Pl 2 [8) 56 B 24 &) LI ME BRI 7 39T ) S5 JH L e A 2

HIV & 7F/E: HIV-TB & I G 35 IR A A S I R A R (2 WL L R i ]
L EERT D .

ZFEE: AE 65 5 KL LA E R b R A I EE A R

TEXTHSZ A G IRIT I MDR-TB 8 HEAT M — TR 25 ARB) 10 3 b b, SRR B4R
B R UL M IR 25430 7% o

LR WAL & R DURELE )L 2 A Y 25130 752

3. -4t EAER

TEARS, DU Wb AN 23 2 25 40 1] AN A () CYP450 Al i) 1 : CYP1A2.CYP2A6.
CYP2C8/9/10. CYP2C19. CYP2D6. CYP2E1. CYP3A4. CYP3A4/5 Fil CYP4A, [dli}

>}

HALES CYP1A2. CYP2C9. CYP2C19 Hi# CYP3A4 HIiEE.
RAMIEFE R, DA CYP3A4 )Y, Rt 17 UL e R 25900 HAE 1

W
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Algems: fREZ R b 2 508 DUAERL (400mg fEH 1 k3t 14 KD 527 &E 00
Mg (400mg BEH 1 Xk3E 4 KD HIBEE 45 24 I Al DUTAPEIKFK) AUCaans Crnax A1 Crnin 73591 385
M1 22% [90% CI (12, 32) 1. 9% [90% CI (-2, 21) 1#133% [90% CI (24, 43) 1.

FUHEF = AE— T A FE 52 Ak & #E AT 1 DIk ME Rk 57 & 300mg A1 A4 ~F 2 77 &

(600mg, fH 1 k3L 21 XD W EAERB T, DI AUC FEIK T 52%[90%
Cl (57, -46) ]

PEFZGHY): (EAERE R o 2 708 VUL e 400mg A1 H 1 15 2 708 7 A
Rt (300mg/2000mg &EH 1 V0O BKE NG, ARSFEIURMEMWR. 5 08 et e i
[ AUC KAl AR AH S22

FE—T00 MDR-TB 885 AT 1K) 22 B HRI PR Fe o, AU SR FIIBCFH DLIA g koot
CHETHE. RABEZ . MREEIZ . S R e 22 2R K 2530 7 77 AR W o)

TS VLA F/ FIFEAS F5 - AE— T 400mg 55775 DUk MMk 5 22 7 2% VLR $ (400mg) /
MFEARF (100mg) & H 2 IkILH 24 24 KRR RS2 & 29 TAE RIwE e, DAk
) AUC 38111 229%[90% CI (11, 34) ], Ti"F-43 Coax K52 B 55 .

AP HIV G o B 5 DA 400mg 5 2 7 & 2% 547 200mg % H
2 AL 4 T B 45 24 R 3 B DL ne ik % 52 R AR I PR AH R P 2R

AT C: FEARR AR h 5 B DA ek 400mg 5 ki%E 6 600mg & H — Kk

BT 27 RINF, DURWEERR AUCin T F520 20%; U1K PR Conax AL » DU IR () 3
FARU ) (M2) 15 AUC M Croax 72 BI3E I T 70%A1 80%. i A PEAili VLA PRI AR A5 25
2y Ja LR AR XS DA FEMRAN M2 1 254X3) 71 5 5200 o

Qat 9|
wEG, %, 30CLLFIRAF.

(3]
A= ZEER O (HDPE) i, WA KWK (PP) L2 224 o AlE N 25 5 4o 2,
188 Friffil&r, AR EAEE, 24 Fi&.

[F]
36 ™MH
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(HATHRE]
JX20180268

(5]
[ 24 HI20171366
[Z0m EHFa A AL
£ K. Janssen-Cilag International NV
VEAMHIE: Turnhoutseweg 30, B-2340 Beerse, Belgium
(4724 ]
k4 FK: Recipharm Pharmaservices Private Limited
AEPEHihE: 34th KM, Tumkur Road, Teppada Begur, Nelamangala Taluk, Bangalore -562
123, India.
WK R T7
R VHLZRAR A IR 7]
Hhik: BRI P 22T o X R R s L R DU K 19 5
ME BT : 710304
F 145 A%: 400 888 9988
5 (029) 82576616

MHE 2 http://www.xian-janssen.com.cn
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