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UL IR — R SR FT T ATP (57 —=RERRAREF) & B — 55 Bkt 2
AT, 2 G502 50 BT B AR i AR T I R ), DU M ROE I 25 45 1B (1 I 4 ¢
RIEAEH .
it 245 44

NS BT B TP ARV E (¥ DS MM 2L . FESS I BT 22 B4k, atpE
FEEEA &1, A1/ B8 MmpS5-MmpL5 AMFZE_F i 5 DL m bk g AR T Ak FEE (MIOO 847 5%
5 R TP 5 7= A ) B DR 528 ] 3 80 DA W bk MIC 38 8~133 %, {1 MIC )3 A
F 0.25~4 wg/mLo IR RTRER 2> B0k O LAMISR 5378 . I 8587 T 5 DU HERRk MIC
B 2~8 f%, A MIC fERIEE] 0. 25~0.5 wg/mL. it DUAMENRZ LR 24 1)K 2 505
BT ST WA XM 2 o Xof 055 W 24 £ 73 B AR AT mT et DLk ek AUk o
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LR IR IR MTC (R 505G « A7AE L 2R Rv0678 S S8 AR A1/ BRI 2L I DLIA vk MIC 1
XA 4 SR (R R R AT 48, RO 1T A6 o G R A5 00 1) R AR SIS
22 S 2 4«

—TQ7E MDR-TB Jit A &6 P IF R (R IG PRAFF 70, KT DA R IR MIC 22/ 38
4 {5 R0y BOFF R 20 B0k -5 S 80 MmpS5-MmpL5 #MHESE I Rv0678 JE A 5874545 2%
iy IR AMHESE IR I 43 B8 Mot G2 5 B IR U EE e
RS E T SRR R

FEAA ST S R PRI e rpiE B, DU MR 22 P 5 4% /0 B P 0 B MR 2 (B L&
ReAEY A DR IRE D
Uil S yape s

S B CUR R I THE A TR SN G R , R RAR S MIC . 4RI, 7EMGIKIFTE (R
2) AT R 24 A SRR G B MIC MIAZAEAIOCHE, L H RGN RE R 52 DLk i ik
2 ORI R RE . TEVPANVAYT IR PR S W 2 4 L K

R H THY B R RV sl i AT 25 B0, RIS 0. 00872, 0 1 g/mlL 1
WREEYEFE . MIC AT IRVE B A 775 b B AR K 58 A 3] (R B M1 DLk e ko 2 o i
FE FRLAE TR LM PAREURE AT . ARAEH Lowenstein—Jensen (LJ) BiFRHEHEAT
iR . DUR MR TRV N AE — PR il . KA TH 10° B8 8 T I P
o FH T VAR R [ A R

BESE 1. 2 R 3 ok S ARG ST 25 I R 20 B Ak, SRAIRIRVE (e iyl

HCER EME (REMA, THO SRR, oA i ANai i A KARm R IR &) Ch
i) DLk MIC S At T .
Bl 1: BTF0 1. 2 A1 3 mITT i N 323 HE L MDRuwTB 73 B RR Y DLAL M IRk MIC 73
s BUIRE CEOD FAZE (REMA) CHD

WEFE 1. WEFE 2 FE9E 3 W5C 1. BEFE 2 FIFSE 3 mITT
mITT 52k 5L 2kl PR 7> B PR A 3 SR FELL I PR 7> B PRI REMA 2
JIg V2 DLIK R MIC 73 Afi (MDRuwi— UK R MIC 4347 (MDRuwi—TB,
TB, N=201) N=200)
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0.0
a
0.0

LY 150

100 - N w0

1540 15.0

1m0 wa

sS4 50

1} [T} . l

0805 003 006 082 825 05 = Ui 0015 803 G06 01 63 =05

DUAMEM MIC ( 1 g/mL) UK WE MIC ( 1 g/mL)
BEFE 1A 3 SR B G5 A% 70 BT B 70 BRI MIC FH3E 24 JRRIG IR 300 N 3%
4 s RAEIA A, AR 5 EL DA MIC AHIR I AEYI S5 )R A EERTE S
R 4: BFF 1 RBFAR 3 nITT ZIRF R IREEL TUIAFERK MIC 51 I3 24 FB5:
R (524 AYdE, SFEEARE)

FE 2% DLk bk MIC DRI IG TT 20 24 R B g2 =R
(ug/mb) n/N (%)
TH11 B fgvE TH9 P77k (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 = FHZSRZRGHEL MIC = BRI
BR=14 5ty %

BESE 397 RONREH B 19 1] F35 AT 1 AH R L R Y 4 R A 0 ool DL a2k g i 245 K 56
iR GREMIEL G, a8 RN 24 FECUR SR . 1X 19 FIEF A 12 8%
FFELL J5 VLA MER MIC Hin=4 f%. XX 12 MRIELE 2 B Rk 9 ModbiT 7 34
M, KK ATP A RN T RAZ . RIIX 9 MRBIHIL T Rv0678 RAE . 12 Bl Uik
Ik MIC 3409 11 6 (11/12) W.F pre-XDR-TB & XDR-TB [ &3 . pre-XDR-TB #
SE AR Tl S U A B — o R E S 2 i 24 (¥ MDR-TB 43 5k, XDR-TB 4 5& SRS
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— ol G I A — o 2R S 23 T 24 1 MDR-TB 4> Bk . AR KR, DLk ek
MIC Him=4 2 iRFE (5/12) RIRIEZR (55 120 AL S RGN 5 IE
PN MIC 3 <4 532 l# (3/7) ML
R B .

R0 U S SRR At 1290 = 0 B R M U R X 6 £ e P IR 2 o e PR e
DUSE MERRORS A HEAT IR 52 23R A6 2% 5 s (1R 51 MIC B VE
# 5: FRABIREM ARG MRREBT S 20 BUF B H3TRv 258056 i i) 51 B e T

DGR DUIAMERR MIC (1 g/mL)
THI RI7Z: TH10 B figi: TH11 B gk
S50 RO 0.015 - 0. 06 0.015-0.12 0.015-0.12
H37Rv
(2) Zi¥EN 1%

DUA IR 2 R AR AR, 2R B NS 25 FREEARIY) (M2) . S EHMALAMIARLL,
M2 NP2 R R B (23%~31%) ANHT I SOAT WA PRI AR (i 4~6 1), PRIkl Ty M2
ST ROTE BB AR, M2 ISR A5 QT KA %
Ol H A B A

BE5E 1, FERAS—NEMIAYT T, WUAMERRGTAL QTcF I Pim (&
Fridericia J7AZIE) KFZBFANGITAL CGE—F JUAMERZLA 9. 9ms, ZEFIAN
3.5ms). DUIKMEMK 24 FIRTT AR QTcF MIE TGN 16, Tms, 1M =BG T 4H N
6.2ms (55 18 Ji). DUAWEMRIGIT S G, QTcF ZFHim/, fEWFFEHIE 60 AR, HF
(ERSEZ SN 2K

BFFE 3 o, WA T BRI N B i A AR K QT IR 259, 04 S5 1,
(e i P USRI 3350 QTP (M IE KB, S5R97 7 % QT KA HE pE
bb o BT P Dk W R 7 A A FH At QTR TR AE K (25 0T, P35 QTcF Aoy 8 e %
2 23. Tms, QTcF BN FEAREEI 480ms; 1L HI 2D PIAt A AE K QTCF [A] 254 &
H, P QTR K HEZL 30. Tms, JF HAE—A7 835 QTcF B 2 500ms
HHEH R
puidiE i

B LR VUK WEMR Ames TG /) BRI 2089 248 ke A /) B Rz i e 45 SR 250 9 [
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A TR

S IR VLA MR REPE AMERE K SRR & IR A2 . FEMEE R, 45T DL rEup
XAZBCEAE B RPN . EAE T AW, 4T e DA 24 VKR
A7 3 RS TG IX LS I B 52 PORS 7 R IR . LA 25 24 6 > A
JRAR M GRS FLEU 2 WA S5 R

FE R B AT G o R L DL W MONS J T AH SR 2 B R o DK B A PR 1 I e 2 ok
(AUC) NNEPH 2 1%, TS NIMET 2 .

SEYRA SR G T DUIAWEME, R ILXE FL ARSI IMIPE R AT WK E . ZCRCRES . B R
Ty AFERE T 5o o T B A A FLAE I AL SR R DA MR, AT AR E R, 3L
T PN LI PRI PR 94 P2 e BER S 3R B R FEE ) 6712 £

BUE -

FER SR, DUIKMERRAE ik 10mg/ke/ R I B RN 3 IR, AR WEUETE. KR AEZ
FIRR B FfE (AUC) RAEImRRIE BN 2 PSR R E R 12 2 £,
A4k

DUKWERE —FhEH 1 SR PEZ5Y, Wi S sh W R A BEAR B O LR &4,
HEEARREN A REZ ) , EERETRARAR RS MPS) 4. 2l
AR B IR TUE M/ BEEIR BRI R 25 A e g I, R B LT AS
JRBE s BERES B B EUL BRARAN/ BT E . SRR, XERNEEIKE . i
RS, SR LM E LA B, DLRLT IR 2 5k ERIRE (DL AUC
T 4525 26 M2 Ja, KRERIER. &8, PIAE 22050 18 12 AIRKE 2 AR
MER LR, HAEMFGFIERMNE L2 1R R P RIS Eid2etl, [HRE
B B RGREAR I < FFF 20 R R R 22

(2R3 /1% ]

1. BEk

DIk bR e — A 57 SRR MRS AT T 2450 . DUTA IR 2 B e A A A, ARk
N-F 25 HEAREY) (M2) o 5EHAMEEWIHEEL, M2 A2 R & (23%~31%)
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FOHLor SOMF RS PEI AL (K 4~6 £5) , DU M2 XHImRST ROE &8 E . 480,
M2 I K LT 5 QT I HIE KA K

MDR-TB i N & DIHER 45 24 77 8832 A i (400 mg 4524 2 A, 985 200 mg 44
3T 22 D WA SIRTT 7 25 VIAVEM I 2540 3) 11 S50 6.

R 6: % 8 AR, MDR-TB RARBEURELATREZNMHERAS (5RYFAR) J5IiA
ER 2R3 1S H (N=18)

RN FESH bz s
Y51 (SD)

AUC,, (ng.h/mL) 25,863 (13,259)

Cre (Ng/ML) 1,659 (722)

T (h) * 5 (3-8)

Cmn (Ng/mL) 654 (498)

SD = hyifE 7

* g (JERD

MR e

EARAZZ G, —MAEL 25 KE) 5 /NS DA B 1 3K E (Cra) - TE
HIF 0 00 e e 7 B T A [700mg BRIR 5 2 (BUar i8R 1.75 £%5) 1, Crnax FHZGIN HITZE T 1T
L (AUC) MTHE SRR RBOE . DUAMEMR S & K 22 g el rAndEsE (3L 558 1)
[) F S PRI REDOT AR PR FE S IR 2 I IR 2 2 . Rk, DUIAERR S 5 &Y R AR,
PAF e H R AR F FE

Xl

DUTA WERR IR 2R 2R 1 456 2 KT 99.9%. 7R H = 0 A A AR TR L8 1641

AR

CYP3A4 J2 AN %A T DUk e AU AT A Bl N-FRL25 AR (M2) i R i Je
M2 CYP [ LEG, Hr M2 Hi70 B B8 4~6 fi.

15 B Conax 5 > VUIEPERR R B DA = FE R AR o DLIA MR Je N- 5825 HI EAR I (M2)
P S AR BRI L g 5.5 M H o XK AR BRAE AT RE S L 1 A1 21200 T
DR ERRANT M2 S22 RE I

Hedtt

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

JHFZYERI A : 400mg A BLIRZA 2T 8 {5 FEJFAR S (Child Pugh B) R SZ iR
B Ja, DIAVEMRAN M2 [P35 2 FE 8 (AUCe2n) LU REZ3E FEIKL) 20%. iR 7EH
JE IR B O AR T (B0 DR ) .

B LypEH 7. A5 FBAE S ThRE IEH I RO B8 Thdb A7 T JRR DL bk vy
At E D> (<0.001%) .

TEXT 32 A 200mg 53 3 IRIAYT 1) MDR-TB BN S35 HEAT (1 — TR 25180 )
MR, SRR BUIURT i 26 T S0 DS MERK I 254 3) 1) S 40, IR, UM% R el
JEE B AT AN 250 DL WA AR 1 2 0 B 7 A I PRSI R (R, ) R A T i 7
T IOFE AT BRI AT I 2R W 2, RN 5 Th e R 4k Kk 51 RE 25 Wlie. 43 A il
AR AR AL T 8-S S5 DA IR B TH e T DUR R MR 8 2 T R s,
oK R R Tk L VI AT BB S AT Sk 5 T A L 2 e ) DLk e

R AERTHESZ AR i IR T 1) MDR-TB BN B3 BT I — TR 23R8 1 2% o i,
ARG 2 3 PERN L P 10 28 8 B A AE AT IR R SR 22 5

P/ B 77 e AEXHESE A G TT I MDR-TB R 8 # HEAT I — TEH A 2651030 /7
FOMR R, TR K ULAERR AUC ELILARR R B E T 34%. X FMRRTE B LI
PREE S, RATE G RAR I b A0 5% 3] DA v b 5 5 i b5 B8 2 (AP FE B R R R e IRAT,
AN Rh R 2 18] 56 % 24 8 VLR EmRIG T 310 R JL R 24 R AR 2

HIV & 77/ HIV-TB & 3T B B I A A i e R B A7 R (2 0 [ i ]
LA ERERT D .

ZFEBA: AE 65 5 KL A% E R R A RO A TR

TEXHESZAR S IRYT I MDR-TB BN S JEAT I — TURHA 2GR 3) 15 Mk, KRR
AR IS S DUE ME IR 251880 1%

LV 1E 15 G2 (B 2577 R 5 BAIF, BIHT 2 J&57)5 )y 400 mg 4 H
—IR, ZJ5 22 FFEN 200 mg B 3 KO BAEE SIGYT )T RIGIT I MDR-TB H/M4E
B (14 22<18 %), NIAMEMEMZAREI A2 H SRS RN 1% S8
MBS N XMRT. 1814 B <18 ¥ 1] MDR-TB H/bF 35 (38 kg-75kg) H,

AR X DU R ) 25 X2 71 5 TR

RT: 12 B, 14 ¥ E <18 # MDR-TB H/EBREESIAREELYE (5
|YFR) J& IEEREIZR3h %38 (N=15)
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GRF 1S TUIA Wk
¥ME (SD)

AUC24n (ng.h/mL) 26,300 (10,300)

Cmax (ng/mL) 1,800 (736)

Tmax (h) * 4 (2-8)

Crmin (ng/mL) 544 (263)

SD = brifE %=

xR (D

W A PPl A% il 7E <14 % B4R EE <38 kgt ) L2 3 I 254030 70 % .

3. ZW-ZMEEAEA

TEARS, DUk MR AN 23 25 41 AN A () CYPA50 Wi 1 : CYP1A2.CYP2A6.
CYP2C8/9/10. CYP2C19. CYP2D6. CYP2E1. CYP3A4. CYP3A4/5 Fil CYP4A, [Fli}
HAR£%S CYPIA2. CYP2C9. CYP2C19 5i# CYP3A4 I 1 .

AT, DK E CYP3A4 KA, RIILBEAT 1 LA Bl PR 245 %040 ELAT A Y
WHst.

e AR RN 52 v 2 )5 DUAMER (400mg &R H 1 73t 14 KD 52 7)&
i FEmE (400mg BEH 1 k3L 4 KD HIBE 45 25 AL DA MEMR Y AUCaany Cinax AT Crnin 70
5440 22% [90% CI (12, 32) 1. 9%[90% Cl (-2, 21) 1F133%[90% CI (24, 43) 1.

FURFF: AE— TR RN 525 AT 1 DU bk 575 5 300mg A1 2 77 &

(600mg, #FH 1 k3L 21 KD 23 AR T, DUAEEMR) AUC F&1IK T 52%[90%
Cl (-57, -46) ]

LR Z51): AR RN 32 ok 2 705 DUAERR 400mg & H 1 k5 270 & i
ISR (300mg/2000mg & H 1 70 BCE MG, A THEIUEMEMR., 00 et
Mt 1) AUC R A= I R A DG 2

FE—T5%] MDR-TB BN B8 2 HEAT 1 22 R RDG BRIm PRATE 7 o, RS BICH] DLk
WS 2 T EE % S 5 2% TR I i 420 L O 22 SRR 1 25 1R8N 0 2 7 A W R

P VLA T/ FIFEAS F7: AE—T0 400mg Fo5 DUk MEMR 5 2 57 K DL AR (400mg) /
MIFEA A (100mg> A H 2 kI 24 24 KA Z 5 29 AR w7, Dk
IR AUC 31 229%[90% CI (11, 34) 1, 1Mi°F-¥) Coax 52 B 55 .
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FFEHF: HIV RGN G rh B DA MEMR 400mg 5 2 718 2 FH-F 200mg
H 2 k3L 4 7 A 245 250K T BUUE MEI 2 78 5 R AR i RAH G PE B3
IKZFi e TEAR RN 32103 vh 55 B DLIA R 400mg 547273 600mg 4 H —
UK G 45245 27 RIS, DUIAMEIK AUCin I F#2) 200; DUBEMR Crax R o DLIA I
I EZACUT ) (M2) 5 AUC 1 Crax 72 5I3E I T~ 70%A1 80%. i A TEAiti DA MR AR
AL JEREFACKT DA M2 [ Z5488)) 11245200

Qiat: 9|
WG, %, 30CLLFRAF.

(]
At m % SR M (HDPE) i, A KM (PP) )L %2 4 55 FUBN 25 4 4o 2,
188 Friffil&rs AR B, 24 Fri&.

[(H%H]
36 1

(PATHRAE]
JX20180268

[t S ]
FE 24 #E % HJ20171366

Zifm EFIRHAE AL
#Fr: Janssen-Cilag International NV

VEMHbE: Turnhoutseweg 30, B-2340 Beerse, Belgium

[E7=4k]

4 FR: Recipharm Pharmaservices Private Limited
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AEr= bk 34th KM, Tumkur Road, Teppada Begur, Nelamangala Taluk, Bangalore -562
123, India
(M FEA]

BRR: PR ARG 2 H PR A 7]

TEMHbE: Bk PSR PG 2 T R X E R R L B R DU 19 5, BRPGAE E T
R X SR T 4 SIC W EFR 17F

HEE % : 710304

FHL 155 A%: 400 888 9988

H 5. (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
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