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W 2~8 £, i MIC FOSEFEAR] 0. 25~0.5 1 g/mLo X ULik bk B iR 24 1k 2 500>
B MR ST RS XN 2 o % G55 BT 24 1) 43 B AR AT AT R DL e Mk UK

FLL TLIAIEI MIC AR5 AE7E LR Rv0678 JE [R5 A8 A1 /B 2% 5 DL i etk MIC 43
IIXS A4 R R R R R AT 2, B LT K6 v e S 15000 1) AR R I
AT X i 2«

—IR{E MDR-TB Jle N S8 h FF R MG R T AL, H BT DLk g mbi (¥ MIC /b3
4 E IS5 9 BRI 2 Bk 5 S 80 MmpS5-MmpL5 AhHESE -1 (1 Rv0678 JE [N 584847 2%
oy LR AMHE SR IRAR I 43 B ot U 5 A A SRR BE R B
PRINE S I RS

FEAA ST SR PRI e riE B, DA MR 22 P S5 4% /0B P 40 B PR 2 (3 L&
RzsE ] A LRSS D
YA T vk

I 442 B8 © R R INERAT A 25805, IR MIC (5. SRT, 7RI (&
2) A R 24 B SRR G I MIC [MIFZEAEMIOCHE, B H RGN RERf s DLidk 12 i

A
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M2 BRI R R R . TEVPAN VR T IR BRI R N 2 25 B K

2R H THO T A M Bk B IR R AT 2 OB I , S 1F A 0. 00872, 0w g/ml )
WREEYE R . MIC AT IRV A 772 ol A K 58 A3l (1 SR 1% VUK ME R FE . BT
SE R AE SRR LM PR EGRE AT . ABLE A Lowenstein—Jensen (LJ) HiFRIEHEAT
iR . UR MR ARV AE — B R 4% . KR TH 10° B8 8 ] F F R
T i FH TV R [ AR s R ik

WFFT 1. 2 1 3 Honf S JREAIRIAR T 25 I IR 43 B ik, SRASUIRE (Z2mD A7)
RE R ENE (REMA, THI T RZ MR, HA mAME A KSR AT RE) A
> DL EERR MIC Z3 ARt .

Bl 1: BTF0 1. 2 A1 3 mITT AN 3213 HE L MDRuwTB 73 B RR Y DLB M Bk MIC 73
i B CEMD FPZE (REMA) (D

AT 1. WF9T 2 FIRFaR 3 WE5T 1. WFSE 2 FIAFSE 3 mITT
mITT 52307 2RI PR 73 B R I 2 AR HE LI R 7 BRI REMA 7%
JIg 3% DUIA MR MIC 2346 (MDRyw— DU MR MIC 4345 (MDRuw—TB,
TB, N=201) N=200)
450 45.0
400, 400
1340 = 5.0
- g - o
",I 250 1 ,"}I 150
pia) i)
nd - .
154 i5.0
123 + 130
54 50
[Hi} [} . l
000800 Q03 006 012 425 05 = S000E 00E 03 Q06 1 @26 =05
DIIAMEMR MIC (pg/mL) DLIAMEMR MIC (pg/mlL)

WEFE 1A 3 SR A G5 A% 70 BOFF T8 73 B PRI MIC MISE 24 AR RS IR A0 N 3%
4 FR. WRAEIEEE, AL 52 DRk MIC A SCHITAE &S R AME R H
R 4: B 1 ARFF 3 nlTT ZiRAE R EELR JUIAMEIK MIC 51 H 28 24 35+
HBRR G824 %R, SFEELERE

FL2 DUIEMER MIC DUIEWEIRATT 20 24 RS IR ERBA %
(pg/mL) n/N (%)
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TH11 B fgvk TH9 77 (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)

>1 0/1 (0)

N = GEIRWZIREBE: n = HFHZSERZREHIEL MIC = BRI
BR=15 5t )7 %

BEFE 3 J7 N 19 91 525 3145 T A I 8 BRI L 43 B9k 140 v DLk g Wk 2 BB
GhI GRAILLL IS, BT 4 RN 24 FSLLEEE 9. X 19 BEE T 12 Bl EH
(R FELR J5 VLA MIC Hin=4 f%. WX 12 MRIELRE 2 B Rk 9 ModiT 7 2L A
Mpr, REILATP 5 EHEMN T RA . KIX 9 WREIHIL T Rv0678 RAZ . 12 5] DTk
Ik MIC 3 nspa o 4 11 %1 (11/12) W.F pre-XDR-TB 5% XDR-TB (1] £# . pre-XDR-TB #
FE SRR ol G A T G — o RV G 24 24 (¥ MDR-TB 43 25, XDR-TB 4% 5& LRS
— e g U R — b R S 25 W T 2T MDR-TB 4 B #k . ARFE LA Hd,  DUE
MIC #jn=4 M2k (5/12) MIRNER (5 120 LS IR IR45 REEBD 5 Ik
WM MIC 390 <4 3210 (3/7) AHfL.

FREAE

2 o WU SR A Y S0 = 50 HER SR M 0 60 (R AE 16 4 i P2 AN 3 5 o S P e
DU MR AR BEAT A 52 B4R SR 5 s iR 41 MIC B IEH -

5. FHBREN RGBT S5 B B H37Rv 2505 Fr 5 B i 76

WA DLIEMEK MIC (1 g/mL)
TH9 W% TH10 Bt flgi2: TH11 B flgi2:
S50y R R 0.015 - 0. 06 0.015-0.12 0.015-0.12
H37Rv
(2) ZiXEN 1%
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DUE w3 R AR S A AR, AR NS 2 BRI (M2) . S RMALE WA LL,
M2 R NARST 35 2 5 B (23%~31%) FIHT 53 SOFF BE TE UK (K 4~6 £iF), BILIAA M2
ST e R . AR, M2 i3Ik LT QT KA 2.
Co I FEL A P

WFFE 1, FERAS—NEIAYT R, DUAMERRGEYTA QTcF [P (&
Fridericia J7VERIE) KTBANGITH CGE— A VUAEMKZ A 9. 9ms, ZEAIHA
3.5ms). VUAMEMK 24 JEIRIT I QTCF MRS 15, Tms, T2 BFAIT N
6. 2ms (5 18 ). DUAMEMRATT 45 oG, QTcF B#im/, (ERFFHIES 60 R, P
185 2R AR

BFFE 3 v, B IR PRI N B 8 A A K QT T I 254, G048 S0E 59,
[vi o) {7 FH DLTA MERRR I 850 QTeF T HIRER B n, HiRy7 7 &k QT (K25 i H0a i
PG o S fat PR DIk s T oA £ At QT IRIIISE K I 25 i, 13 QTCF FA 3 it iod 2
2k 23. Tms, QTcF B RN 480ms; TR I 2 /0 b FiAth 484 QTCF [RI3Z5 ) &
Fh, S QTeF KM HLE 30. Tms, FF HAE—HL 3+ QTcF BLbf P 500ms.
FHEHA
sk,

& 1R DUIAMEMR Ames 50 /) SRR 980 4 M X0 /)N BRU iz e &6 SR 25 A

AR

SR UUIA MR T VE AERE K B B R REm . FEMEPE R, 45 DUIA Ak
XAHLEE T IR AR FEEE IR, 45 P s DU MR 24 JUREPE K B
A7 3 RBA TG XEEE I I 2 RS TR BB IR . IUAMEMRSS 25 6 > H
IEESUESE Ep R E = S RE Ry (AR

HE R B RS R AL DI MRS ¢ 7 A R 2 B R o KB PAY A 2 4 I e 3 s
(AUC) NNAEPE 2 1%, TS NMET 2 .

CEUR B 45 T DLIA RN, RIS F1LARSHWIRITERGA . AT K ZBCRED. £ H
TR AFERE T MU o T B A A FLATE I AL AR DA MR, AT AR R R, 3L
T PN LI PRI R 94 P2 R BEAR S R i R IR FEE ) 6712 £

Bum k-
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FER B, DUAWEIRAE Rk 10mg/ke/ R A BORI 3277 BN, R ILBUENE. KR Z
FIR B F i (AUC) RAEImPRRIE N 2l PSR R EE R 1 2 2 £,
FoA A4k

DUIR WM — M EH 1 SRR 25, W S sh WA A IR B O LT B i 24,
HREAFENERELZ ) , EERET AR RS (MPS) 4. 2T
A e B LG R UTE M/ B VROIR E VRN R 29 A S R N, B BT e A
FRBE iy BEAE. B BEEEUL BRARAL/ BT E . RAERR, IXEARNEIRIKE . i
rEY, MR LM E AN, B, DR T Im PR B IR E (DL AUC
) 452526 A2, KEMHR. fE. DK 2205, 78 12 R ER
Mg ER AR, HAEAMFFRIERPIE L2 1 IRFRR AR 2] EidAeth, (H 5
B B R RGREARTE L A0 AT B R 22

(2R3 /1% ]

1. #d

DUTA VR — b — 55 L REMRZR 5T 0 BT R 259 DA 32 2 R A S AAR, Bk
N-FLEHEAUY) (M2) « 5EHMEEEIMELEL, M2 AR 7R E (23%~31%)
HMIHT o SO BRSPS (IR 4~6 %), BRIy M2 il RS &0 B 1B - SR,
M2 LR EALT- 5 QT [AHIE KA K.

MDR-TB i N 8 DLHER 25 24 77 8832 A ih (400 mg 4524 2 i, 8 )5 200 mg &
3Gy 22 i) WG FIRIT JT R 5 VUEMEM I 25483 )1 ¥ 8Nk 6.

# 6: 58 K, MDR-TB R A BEHUBELAH REZHMEHELESZA (5®YWER) & IE
EER AR B 1S (N=18)

EIawIES DU P I
B (SD)
AUC.., (ng.h/mL) 25,863 (13,259)
Crnex (Ng/ML) 1,659 (722)
T (h) * 5 (3-8)
Cuin (ng/mL) 654 (498)
SD = hrifE %
> A GERED
Lhe
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Oz Z G, — MR 205 KE) 5 /N DUAWEIRIA 2 MK IERE (Crax) - 1E
T F ) e 7 B G T 9 [700mg B4R 2 (R IR 1.75 %) ], Conax FIZGIS 40 T THI
U (AUC) HITHE S RIERIE . DUkMEmk s & K4 22 g lEli rIprdEs (3L 558 T
[ AR R A T AR ) FH B A 7 R IR IS G IR 24 2 4% DRI, DLakmdemk v 5 & 00 [ il
PAFE e IR A A L

il

DUIEMEMRI MR AR (45 A R KT 99.9%. 7EH 9= 150 A3 AR TR L8 1641

Rt

CYP3A4 RARHN & T DA Mk QA A Bt N-5 25 HEAAR ) (M2) il f8 hi K
()32 CYP [F] THg, Hr M2 Hior B RO 1855 4~6 15

H&

B Conax ZJi7 5 UUIRMEMR AR FE DL = FE B AIC o DLIA MR Je N- 525 FRERAR I (M2)
[P AR BRI 9 5.5 M H o X — B IA R BRAH ] e Sk 1 41 & 223000
DUIK EEIRAT M2 1R 2 18R i

Hedtt

BT ImPREIAT T, DUAMEMR 3 2@ SR . 7EImPRIT 7T, JRIB P DA 5
25 HE SR T 305 T F 2577219 0.001%, $2 715 J5 8 2590 10 5 IV I 8 00T oAt

2. FERNBEAE) /1%

HFL)gE# > 400mg A LR 45 2451 8 5 B4 (Child Pugh B) HIERA 32k
B2 JE, DUKMERT M2 (¥ 35 2 55 5 (AUCeran) U IR R 23R8 FEK L) 20%. A AE &
FERF 8 B E P AR ST (S0 DEZEFED] ) .

B L)FEDG 2 A FEAE S D REIEH W N B AT T REFT . SR Y DA MERR I B
HtE D> (<0.001%) -

TEXH B2 A i 200mg B 3 YKIAYT 1) MDR-TB BN B3 k47 1) — TR 25483 7
o, ARG B 2 ] 5Eni UTAMER ) 2580 128 Rk, Tii4s el
JEE AT AN 20T DL R 1 % S B 7 A A e PR SCIR RO (R, 0 EE R R B
B AMVBOE T BUEELE AT 2RI B 3, KDY DI RE RS 4K A 51 25 MImRise, 73 A A
A AR AL T 8 3 35 DLIA MR B2 T o el T DA 5 IR B B2 I B B 4 5, A
K AT e 3 I L VI b R % A Y 35 T o I 1 DLk g ik
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PR AERTHE 2 AR IR T 1) MDR-TB BN B3 BT I — TR A Z5AR8 1 2 5 W,
ARAEEF T PR M 1 R B B AELE A IR R U2 57

P/ R 7. AEXT 2 AR AT I MDR-TB B 3 AT (6 — TR 251030 7
FOMR R, BN TUAERR AUC ELIARR R BB R 34%. IXFMERTE R LI
IREE S, BRATEIG R0 b A W 5% 3] DA v b 2 g i 5 B2 2 (B FE B R R R e ST,
AN [P 2 18] 56 % 24 8 DU WER A 7 3T R SR 2 AR 2

HIV &7/ HIV-TB & IR 3 IR A AR IR EHE A TR (30 D]
LY EAERT D .

ZEAA: TE 65 % K UL G5 B b LA S R i A TR

TEXHESZAR M IRYT 1 MDR-TB BN B JEAT I — TR 2GR E) 15 ik, KRR
AR WS S DU MEW IR 254880 1%

JLFLER: AE 15 GIZ A (B2T7 RS RAIE, BIHT 2 J57)5 )y 400 mg 45 H
—IR, ZJG 22 JAIE 200 mg fEE 3 KO BRG T SIATT )T RIAYT I MDR-TB #H /4
B (14 22<18 %) 1, NIAEMMARBI A2 H SRS R3T1%S5H
REES I N XHIR 7. 78 14 ¥ 2 <18 %] MDR-TB H /> 4E#E# (38 kg-75 kg) H,

PR ENT DR R R 2580 7724 TE R

RT: 512 AR, 14 #ZE <18 $ i) MDR-TB B EBRERRAFMERLZY (5
BYIRMR) Ja IUAEEK 2N #2488 (N=15)

R #2%

T R
%fE (SD)

IAUC24n (ng.h/mL)

26,300 (10,300)

> P GuED

Cmax (ng/mL) 1,800 (736)
Tmax (h) * 4 (2-8)
Cmin (ng/mL) 544 (263)
SD = hyifE 7%

AR PR AS S 7E <144 Bl Ak BE <38 kgt ) L3 B 8 25403 112 .

3. AY-4AREAEH

TEARAN, DUIR MR AS 2 32 25 47051 DA gl A5 1Y) CYP450 B 7E P : CYP1A2.CYP2AG6.
CYP2C8/9/10. CYP2C19. CYP2D6. CYP2E1l. CYP3A4. CYP3A4/5 f1 CYP4A, [FIf}
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HALHES CYPLA2, CYP2C9. CYP2C19 mi# CYP3A4 (it .

AT, DLIAHEEMRE CYP3A4 HIRY), BRIBCHEAT T BN Ml PR 2450 HH EAE FH 1
W7,

AlFEms: iR N 2R # o 22 )& DA (400mg &3 H 1 it 14 KD 5Z5&E
M FEme (400mg &FH 1 3t 4 KD HIIBRE25 25 A8 DLTAPEIKEK) AUCaans Crax A1 Crnin 7
S48 40 229% [90% C1 (12, 32) 1. 9%[90% CI (-2, 21) 11 33%[90% CI (24, 43) ].

FURFF: AE— TR FRE BN 32 0 BEAT 1 DU bk 550 5 300mg A4 22 711 &

(600mg, BEH 1 %3t 21 K) 24 EAERBF LA, TLEEmR T AUC FRK T 52%[90%
Cl (-57, -46) ]

DL Z51): FEARRR N iR T 2 70 & DUAMERK 400mg & H 1 X5 27 & 5
JI/LE R I % (300mg/2000mg &E H 1 k) BRE NG, RSFBIUEMEMR, FHE ikt v
BERZ 1) AUC A I R AR I 2

FE—T%) MDR-TB RN B8 2 HEAT [ 22 R BRI PRAE 7 ohr, AR SR DA
MR 2T B RIS AR 3R | IR IR i AU B B 22 R 1) 24 4R 3h 70 7 AR B R s

T VLA T/ FYFEASF5: AE— T 400mg FA5 DLk 2 57 Bk VLR (400mg) /
FFEIR (100mg> & H 2 IRILFHZG 24 RAERERN 323 29 BAE Bt 7, DLk
IR AUC 3911 229%[90% C1 (11, 34) 1, 1P Crax A5 W BN,

FFH AP HIV OBGRN EE H FR & DUIAMEME 400mg 5 2 7= 43 35 47°F 200mg
H 2 k3L 4 J5 HIRE 4 25K T BULE MR 22 8 5 R AR i R AH DGR 5 3

14T C: FEAR RN 32 v B & DU bR 400mg 543436 600mg & H —
IR E 452 27 RIF,  VUIEWEMK AUCin N %27 20%; VUK Crax REAS . U1IE MK
)= ZACE =) (M2) () AUC HI Croex 7 AI3G TN T 7001 80%. [ A 1P A7 DLik mERpRAS:
AL e kT et DA M2 (254380 ) 2520 o

Qe
B, %, 30°C UL RAE.

(R3]

This copy of the document was generated on 24 Jul 2023 Page 21 of 24
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60342 Version: 2.0 Status: Effective Effective Date: 24 Jul 2023 (EST)

S EER O (HDPE) i, A KWW (PP) LI 24 ia AU %5 B 4§ 5,

188 Friffil&r, R EAEE, 24 Fi&.

[H%]
36 M

(ATHRHE]
JX20180268

[t S ]
245 = HJ20171366

(255 EFaTRFA Al
4% Janssen-Cilag International NV

JEAMHIE: Turnhoutseweg 30, B-2340 Beerse, Belgium

(44l ]

k4 Fx: Recipharm Pharmaservices Private Limited

AEr= ik 34th KM, Tumkur Road, Teppada Begur, Nelamangala Taluk, Bangalore -562
123, India

[ Pk & 5 3K

R DHEIARHI A IR~ A

Hihit: BRPGAE PG 2 T e X R Rl B R DU % 19 5

BB wi%: 710304

FHLE 515 400 888 9988

R H5H:  (029) 82576616

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

***END OF DOCUMENT***
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	肝功能损害
	肾功能损害
	5、药物相互作用
	妊娠期妇女用药
	哺乳期妇女用药
	青少年（12岁至＜18岁）
	TMC207-C211是一项单臂、开放性青少年临床试验，旨在评价本品联合背景治疗方案在12岁至＜18岁确诊或很可能患有肺MDR-TB感染患者中的药代动力学、安全性和耐受性。该研究入组了15例14岁至＜18岁患者。患者中位年龄为16岁，80%为女性，53%为黑种人，33%为白种人，13%为亚洲人。该研究未入组12至＜14岁的患者。本品的给药方案为：前2周400 mg每日1次，之后22周200 mg每周3次。
	在基线培养阳性的肺MDR-TB患者亚组中，贝达喹啉治疗的第24周培养转阴率为75.0%（6/8）。
	（2）药效动力学
	致癌性：
	其他毒性：

