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TRIFRI M T 5ARBAR I A EAER, HILN %5 % 5 AR R E S 2105
FEVIBEIAS, LAT MR SRR AR ELAE R . TETE KUK DA R FE T 45 2 I R
PR FLAAR e Tt PR AH G A R
R 2. HYMEER: REGUALERRRATEHANGWREER, BENZER

BER
FIHABHIRR: XIEFF . A | SR
it/ B Nl Bk A AR E K
LA
HIV-1 JURES: B RERREEMHEIF (NRTIS)
E LN BB A 5 EBRIE G RITC R A E R R
75 LA THEIRAT LR IUE, RAEA M (5 &R k)
OFERNFEF HAGHT 1 N EER A 2 /N IR L
Ho
B IR U AR T TR BB A dh 5 R VAR R IR A AT s v
7 LAl te G P EERED KK . SO RS
TEEARE FHEIMARGIRAE L THAEE SR
B itk TR A& .
Hofth NRTIs I T At NRTIs ()5 FRISEA R (EZ L
TR BIEIEER) » PO L) 5A AL
L At Sy EAEH] .
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HIV-1 iR dh: JERERREFEIHIF] (NNRTIs)
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M L] At F MR/ B F e A (HI] CYP3A) .
M e IV A i R A it R Mt =55 I R B 7 . N
WA i S b e A .
wAEF 1 LIk A A fh5IX 2 NNRTI A 2 FARaE 5 5= A
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I FRF W E . AERWA RS iX
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I Ak 7 105 A R R 8 5 A D 8 i 18 2
FIE P IRFAA o VEES Wk P 47 i E
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ZIIURSEY N SIEPHE A i 55 R UG =5 AR A 2 38 0 R UG =5 ARk B
X A i CYP3A) o TR VT =5 bRk 2 48 A
THIITH K HA RS, RICFHR S A NS AN L
TR 35 AR5 &

HIV-1 5 8% CCRb5 L FEZA&FHIA

CEORES DTSR KSR EPEHSEMS 3 H P IKE
(#0#) CYP3A) «» 5K ME MR, LHFHE
I HEFF 75BN 150mg, &FH K.
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EZLETAT SIEFE fi MR =5 18 D 18 2R )38 7 R = AN 5
oF A b i 2 B 1 45 B 29 ARSI 0 AL, T 2

bt m] At A DGR R IE P AR DUAR TR . AR
ot 253 357 3 S e (K 5 ST FU RS H
EZ-EUREPURLVEE: I SINEST Az Ak o N
HA AR S R .
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AR VIEF AR I PRATE FE s » B A5 2% 51 P A H ik
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A PR R S o A3 FTAS AL B s 3 16 T8 75 1

BRE,

FAh 25y
ol-'BF ERREAE AR | ThiJempi AR ity AR A 1 55 FH B RT3 2 36 i o] K e
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OEREAS MR E -
REY: LR A it SR A G FI T 7 1 B 5
AR S B kit
BRI S
PULBREAWHOLL | THOHRE AW | A5 XG0 404 28t
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2k CYP2D6) . EFL KT AW ESAME
R R P 75 AR I AE V6 9T 300 18] 0 FLoR B 3R 47
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ZRT

PHRATE & PSR A 5 R ST | APHRAT TR B
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Hh 2 TN 2 ity 5 b 1 S A FH S B b g e R B (A
PHEERE) o i =7 5 IR4A 2] N8 F ()
o I b R S IME RS, T4 LG U R
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PEAY: SIEFAE A 5 IX LA 2506 F S s A

B P9 B 2R R IR P B 26 | T ERE] A % L w) i BE PR 28 W 00 Wk B C A A

PR MHEZ CYP3A) . "B IhRgIE & & FH A S A mi bz

whHR BRLT RS FIResio & 1

AR ¥ H#FIEES R BERLETER.
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BiE S MR 251 AR b 50X Ee by iR 259 & B 2 A5 B R 24

EE R Wk FE T (G CYP3A) , Tt S HGEH

JEE- R NG XL PR A R 2 0 A,

KB 53K S 47 b 988 245 W & P I AL AT I PR A

K25 o

R4 5]

RS 5 ANV RS 7] AP LB RS AR A .

B4y TDOACs

BB OOOIR BB % DOACs % CYP3A4 Rt Al/ak i P-gp

(DOACS) : iz, SAKMAEIFGEZTEESEE DOAC 1)
I 2R B T vy AT 3 B A XU 35

BORVPPE AP IE AEIA T 5% P-gp A CYP3A4 I
DOAC & IfH %, ALHER IR ¥D AR (R 7b
i

vy ifiss

HINEERE . K EEVD

CAPR

PRSP N AR Sl

— T A 2R I R A2 L
F]4th 800/150 mg HiA LL hn#EE 150 mg 1125
YDA AR R S 45 R R, 38 Ll I 2
AUC 7EiL P R 4517 LL ml i Bk 45 25 F B 2
Bifa, RN JFEOR I 2.6 £5F0 1.9 fi%.
IS NN SE Cmax 7Ei5 2 I3 F5/7% L ml ik
BIRGG A E R Y5, 43 3N 2 R R i1
2.6 f5F1 2.0 5. Wik DOAC CHIFIAL M
FEER AR FE VD) A5 CYP3A4 52, {H
H P-gp #ig, SAMEHE, FETIE
PRSI, AT BE 7 2 FEK DOAC & .

A it 5 A A T 2 R AR IR

A ity SRR RIS 200 [ B v A
1B, I e A 2 Hk MR B LAERAS TR I
RIT R

TORIRET:
I Tihi
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| E ]
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T RAER A M A1 PR A 5 R

FE % PEF. RE 2 a2 A
HEZHE
A ity 5 B G S P 2 B AR 2 A0 = A B
ARG L aEMK E (55 CYP3A) , AlRE S FUT
R Je R P AR 21 o AN BUH A S R
PEF4 F o % RE i A e e R 265 0 AR
.
AT U o 5 G 4 PR I 2
WSE () CYP3A) « AW 5Pl izs &
FH B WG T I R
BLHIERZ 9 - MR 254 A 5 X S LR 2590 A P 2 38 i B Am AR
Ba] K 5 AR IR (W] CYP2D6 FlI/EE CYP3A) .
Hh i B A b 5 X S B PN AR 259 A F i SO AT I
P kR PRSI, FLAT A 75 B Brii Al 259 i 57 2k
2 78T 1T,
ZHEM
2 i AR
s A2
PR
MEHEEY: MR A it 553X S T B 254 A P A B s P R
iy e AL F5. L E A BT B 2R (B
o, A e MHEEZY CYP3A Fl/uf P HEEE ) .
SEUREME A58 F A ity ) BB 3 AN L AR ST R, Bl
b e A b PRI A &5 S S s 4 P AR ST B 2
Pl s EFRH .
TP FEmE A 5 1 S BT B 2590 A F N BT I
ARST M PR W .
S A P, A g R e ) s £ 751 R R
Nt 200 mg/H .
A REZY: M) ARG RN, PG YIN R%E R
] ] T e e AN A i 5 e ] IR s R R LR TS 5
KRR H.
HumRE: AR KA Bk A it 55 R KA B A FH 2 38 T R AL B ) 3
FRARAL % JE (HIH] CYP3A) o FHZGEE S WA K AlB,
PSR
FEAS B Th AL T Sh e R A AR S
KA o
e LR A it 5 7 P RS A 4 I A 2 16 N 7 P I AR
& H kA 2 ] KGRI EE (%] CYP3A)
5 F ik A it 5 7 R R AR 4 B A JE T R =
(B TRHAAS 27 i 2 2 B 2> 38 0, & R 758
H,
PO BTES: LIk A A SRAEA T . AT eREn T A S
FlEAi T AL B AR IE P R = A/ s % L A ik B (IS
FltE-F MREAR T CYP3A), 1] i T 80T R3e A=A 2451
FltEmss ] S5ARGE R, Rl T g RSN,

AR B RREAT T ARAER T 5 H . 4n
AR AT T S A S, FAEAT T RHERE
Y 150 mg, BFRE—H . A S5FARAT T
o P S BCREAT I AR M o ™ 2R A i 5 )
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EESVE ! TE A 75 A LA K E (S

2ikdEfe CYP3A), 1 i & FF 3T S A=A i 241
AU 5 BT Bk B SRk I R A

& G T F b ] A e R, PV R R T R

Fvb PR 5 76 70 AR

Ho ZATEBH: SIEFEAE WAEFRBLEIEE (B R ) , T

PRk T S K Hy AR A A 27 A 1R

VBT . ABTTS Hy SHGEHAGH, LLE

RALET VR

ERET

R4 %% (HCV) 55 0 O ) R R e s I 1

HEEHZEW: e () FE B (3] OATPBL A1 CYP3A) .

ELE T = THe P 5 AR B 5 4 B R s e S A

glecaprevir/pibrentasvir

Tglecaprevir
Tpibrentasvir

A5 glecaprevir /pibrentasvir & o] fg 4>
141 glecaprevir Al pibrentasvir 1] 72 & (1)
#l P-gp. BCRP fl/8k OATP1B1/3) . A
WA 5 glecaprevir /pibrentasvir & 4525 .

A% ity 55 90 B 5 P2 B AL 7 08 =5 R B

S R VIE PR P F = IR EE PEFIBLEIRAD o AW
LU Ei A i 5P H A H

B ViEP R A 5E AR CBHERD MaYa

L o W Ak 7 8 3 B B R AR IR T (5 3

CYP3A), A g3 BT R R A= AR TR 251k
TEERKE AL B AR (RIS 192
WeEH-

HMG-CoA & & B

THMG-CoA it J5 fifg

HMG-CoA i J5 B il 71 15 A i & FH 2 5

SiilE I R 1f A 25 90 ) I SR AR B (M CYP3A F/ak,
BT FEAR AT iz) , WRSEARFEMN AR Mk
VLA AT Ao A HMG-CoA i J5i g1 70) & FH i
AR ARTT BVGHEATIRPR WL, FLN % FE PR % 1 g 24
i gAML T IR E . WA SRERA T A R,
HEARAYT BTFEARA YT PO HE L 4R 77 & 10 mg/H, 7T
AT PRI G PR S5 7 328 47 388 T Bel LA Ay T B 77 5 o
PRI 5 AR AR T B AR AR YT A R .
oAtk 1 i TR 57« & FAh IR ARG A TR, THAA 2 3% 2L )R 11
& FRABIR R, ZIEEEHY.
o BN : M 2 31 77 A iy 5 A s 1) R A FH 2 0 e 2
HFER FIFN IR Gkl CYP3A) o g4l 5
1 24t 5 ] A it A IR 5 T I SO VR 97 9 1A] IR
75 % 5] BEHATIRM . ARV R4 A 5 AR A
A 7 5L ] .
A B SZ AR BFIH: MO ENTRSNIP S R R RS LI ME L3S
WERS (471 CYP3A) . A & FEDER D MK
O I AS RS R 38, L35 QT 4E
Ko o EMSEE OB, RN 5T
ERT 5.
PRI R4 - MR 24 AR 53X SEHEIR 24 O F 2 1A 0 BRI 24 R
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FRJe FE (3] CYP2D6 /s CYP3A) . Afh 5
5 T LB 24 G FH B R G AT I R B
=
PRI BB /IRBT R K | T i FEa6 5 A i & RIS S 76T P v MR SR
BHRIT TR T P A 77 S AT VR R . (HL PR T e BB T RE TR
T EHE I i BT v HE B SE VDR A&, Bt DA
T VR MEI RS B L VD o 88 3 HEAT U B R W
S|
VLR
MR ES: M2 e 2y A it 53X O i 22 E 2 6 FH 2 B IR A 22
w3 )5 EARIRE (3] CYP3A 5 CYP2D6) .
VL EE55 s PR A i 55 6 s G R UG 5 55 R
S0 ol WEf T 5 A A 2 G i 1 () R R
)5 (4] CYP3A) o 54 & RIS, R M F
SRR ik e TR F 17 & . FEIE S WY 1Ak 77 15
I i > B
A 5 BT A ) AR 22 e 2 BB Y
HEAT IR IS I, HLR % F8 B ARORS w22 78 25 1)
Fl &
R |y KDL N N
Yl e Moy L JEARISE I 5 s B S
BEER —FEE§ (PDE-5) # | TPDE-5 #fifil5 A5 PDE-5 #fil 74 FH <34 in PDE-5 #I
bl FIFRRE (B CYP3A) , I S AR H
(G #IElS PR RAE IR « FBR . 405 B S AT
PU AR IE EREI .
flk ik
R AR 5 A} PDE-5 $1II57)¥6 ¥ Ffi 3l Bk = L% -
o JEARMAKM SVHHLALAESH (L
[#£2]) )
o ik fr AR S A A B, U
H R B
S HE SR L 1 RS A A IE B
£
AR ZE L N = Dot Sy LA
B, R R fE A bk $r dE
20mg, fFH—K. HETAMEKM
oL, KFESEE R 40mg, &H
#?ko
S AhIA R AR B A A
HH:
FFOR A I 7 0 1) 2k S A FH Ath s
ko FRURAE B AR & BR Ak 4
=252 /0 24 /N . FRURAE A
a1 g E T A48 A Atk
hidkE 20mg, &FH-—WK. T MK
Mif 2 &S EE = A& 40mg, BEH—
Ko
8 F PDE-5 #IIFI¥GIT EhAE Th BE AT :
AT LK PE AR E (48 /NI A R BRIk 25 245 71
A 25mg)  ARHUIRAE (72 /N
FAIREE 257N 2.5mg) Atk i AR (72
/NET IR 2 25 AN S 10mg) , =
NE SRR WIS PDE-5 7SS A B
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HE, AEVCEA S SBRITAES -
ML/ BRI HIF MG A 55 B R i 1 £ F 2 48 0 R e I IR B
Bk s (4] CYP3A /sl P FEE ) o ANEUBUE
ngnn'ﬁ%*gfﬁﬁ?%Aﬁﬁ
R F IR OB A 5 R T SR 0 R A O 7 AT A 2
R I h e % tLaE] =,
= AL
B i e
PRI e
EIE ALY
ERMEIR ME IR 2 A X S FR IR 25 & T S 2k &
T HZIREH ERZGYIRE (3 CYP3A) .
AP ER FEARAL A S AR S Bl = A
Hh P 2 558 P A 25 2 TR W ik W 4 D i o 5 A
BOaGi AN BV AR I, 75 A A WP 0 ) A0/ 5
SR K TR BER  TT 45 738 4 IR IT - N FE %
IRk IR 57 &, 5 R KA 45 25 AN 11
e ntt 4H —WRHIEDL T
=y A b 55 B 0 ) FL A IR 2 - B
HEAT I AR LI, LIS 2% 8 AR A B IR 24
IR
BT RMZEY
KTETT MNEWTETT FEAENL A S IAIATETT A
R R A A WS EHER B e R AR HT AN
b IR R AR 24 RN, A RETR B RRIER D e MR LA H
FAT R
o WMZGRET W, T FhEm sk, L BRARMm 2GR E

[zt &]
AERAAAE
dh SR BN ARG AT R . i 5 A IR P R s R I R

3200mg LA SFIFEARE & FIRHA P85 B I ik 1600mg 1, JFOR MELAERER I
HIAN RN o

TR RS R IR R AT IR . £ FC R, AT 60 I fi B S2 il 1%
%5 Rl 400 mg FLIREE 2. RINE A RSN . AN RS S BT RN
BITHR

VA B A A it R S PR AR 26 o xS R T 09— B S 1
it LA M A i AR AL ER R IR L o

H1 38 I8 5 A5 b w5 ML R B e S s DR AT AN T B T BRI A
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O AT

G BEAT T Ok 7 AR B RIFE AR 5 LA & B L Al A B 2 1 42T QT i3 . R PPAIL
BT LL A Ahx QT Ml HAMITER -

BFIRE: FE—T0 40 Bl RE sz h T R AT QT/QTe A gt Hh, A &
(5 100 mg FFEIFICA)D L9838 P IS FHEFRF IR 2 I A2k QT/QTe [A] ™ A 5
1 .

LAl 7E 48 FHE RS2 AFH AT T —TBENL. ZRGRABE X R Gy R
400 mg). 4 BrBE X4xii QT ik, PP 25 Em)ih 250 mg £ 400 mg (L) A 71 &
(1.7 A0 2.7 1) Bk 2% QTe I . FERLIGREG T, R b m) Al A7 B
[¥) QTc IIMARERAE T . %5 LE ] 4ih 400 mg THHASZ (LI AR i % 58 B X0 1 1o TRIAH 5645 2L
SeRE B2 LR N 32 O R T PR HAAE K . BRI IE 5 (1 22 fE 7 2H
52w it 250 mg Az 400 mg K FH) (95% & (5 EIR) PR Z 534058 9.5 (12.1)
ZFA20.2 (22.8) 2=,

o ML 375 FTL £ 5

F Rl 7T ThEEIEH (eGFR=80 mL/43 %k, N=12) Fl 54513 (eGFR
4 50-79 mL/73 B, N=18) 1521 Hh I R il Hhoxof 2% Eb wi) Ay o] L i LI A 5 M AT
TWHF. WERBEIRIER (-9.9£13.1 mL/orEh) R R EEHE (-11.947.0 mL/
B SRF R A 150 mg 97 7 RJEHRHE Cockeroft Gault 7732 it 5 (5 /)
BRyEIT % (eGFRee) BSEZ MILAA SR LW R4, BLRM& A2 7 Kg,
B DB IEH B T B I E 2K R P53 eGFRes B LR A Gi it 25 X
AR . 7E W ThEE I AR h B8 35 AR b, B PR 24 ) A T ok 0 0 ) 5
BB NERUE S FRAE R 5225 L R A IR T TR BRI AR, SR TS5 EL m)Athuox B /N 70 Wb UL
HAMHIWER (RILN eGFRee BEAK), (AT S BRI E /N ERUE L %
gifah 1%

FERE B 5 A& 2 1A b EAT 10— TRUAE AR B BE AP 90 S s AR it 5 3 2 8 = R FE AR 55
800/100 mg & H— XA I FHAaS Bl EAH Y.

BER G A IR TR 2, AR 582 5/ LRl 800/150 mg 124
& FH B A Rk
MR

TR 7 R 2 (e xt T ARAE DR B 20 37%.

fE R EEEIE D IRAR GG, PR 5F A & R, kP —
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FREAE 3~4.5 A/ N MR B IR0 . BB RS DUIRAM S, 15 LR 25510 2~5
/NI 38128 E At PR I SR P DR

5 4 ) AR 25 7 R A RO ARI NS 2 R e R E AT R 1 1.7 e R, A R 4 [
Mo BRI 22 R0 A it 1 2 65
il

BRI F S MR ASE S RLAN 95%, EESIME ol -BRIERE AL A,

Z HE fh 5 AR MK R RIS E RN 97%~98%, L1541 Y 2k FE 1l 2 b
219 2,
AR

BRI NFRCRLAAAR SRS 7R, 17 8 32 AT S AR S8 0 5 bl 2
Mot 2k P450 B A i AR, B CYP3A. — IR RS T HEAT K A A
WIS R, BT AR K A A 5/ FIFE AR 400/100 mg JiF, I3 A FRBUR EE £ B R H
KPR N 2=/ R IN R 3 bk 85 AR =, X B AR HIV-1 i 3 140
T3 E I TS B 2 IR PO TR e —

FHeEfl: FHHEMbZ CYP3A AR, /N4 CYP2D6 BAHS, NG &tk
o MC-E LR IR 2 )5, ML PR BURNE TEA 99% K B 2% L ) fh AL 2454) .
FEPRIBA ST b M S22/ D BACHY),  AFEmT=%5 L ml fl i) CYP3A #iE 1 .
B

R IR UC-EF AR R/AIFEAR S 400/100 mg J&, TEFSEARIRH AKIL “C-
B PS5 o BRI E KL 79.5% 1 13.9% 0 Z85 1SR i J A4 328 2 5 =5 433 o5
FIERIRZ) 41.2%AM1 7.7%. ERIKHI 20, 87 A0 ] (150 mg) BCSARFR &AL
AFE MR, B2 32.8 L/h 159 L.

KR 525 e Rl A A R TERR =N 11 /N

2 LU Ml 1R 4C-2 HL I MR R Hh T80 6 70 5 4031 o S R 7066 ) 86%
M1 8.2%. Al FH 25 L w5 i 2 R TG B 3 I th ST (B 200 3~4 /N
577 N3
JLEEH (17 % RUT)

178 A of AR it E LB SR Hh I 24 4R 3N J) FARFE HEAT BT 7T o AR A Bt &% 2H 23 R IR A 254R30 )
FHARRY], BUEEN SR E>40 kg #0427 2 g2 B Im AR = U ZE 7

LR FEEFL GS-US-216-0128 1, LR N$5Z2ik =84 (800 mg) A% Lt =] ik
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(150 mg) B H—RG 2 fEUAFHREEMLL, 74>12 8 £<18 S INF /D FEAEREZE
P (800 mg) MIZEEL R (150 mg) #FH — k452 )5, 25 b ml g o 1348 I8 T3 -1 25
TR (AUC FEIK 20%).

Z LAl 7ERFFL GS-US-216-0128 1, SR NEZi8 345 (800 mg) FI5 Lk =] 4th
(150 mg) B H—RG 2 JUA-FHREEMLL, 74212 8 £<18 S INF /D FEAEREZE
FAR (800 mg) A LRIt (150 mg) fF H—IR& 255, % LRl 1- 35 5 5% B (AUC
THE 19%).

BERHE (65 5 KU )

EFRA: HIV GBS BHR 2B 20 W s, 16 86 254830 1A AE VR 10
HIV-1 e e —E ERTEE N (18~75 %) LR AZR. BEILPERET 65 U8
H AR .

FEEIfh: AN R AR R (65 % UL HFIZRE) AT 7S
53 PPA o
£

EFRA: BEARZABN 5 R, IR IBRAE HIV G L B K R i
(16.8%) WsETHMEEE. ZEFARGIRKE X

LA AR LR ARAETE PSS B I RAH DG 2R B 5 2 5
‘B Ihaemii

A TE B T REA 105 R o AR R HEAT W

ISR — T MC-IK AR RFEAS 5 (0 TR U R R, IR A A S
H2y 7.7% AR R 25 T A PRIBHEME . IR R AE B Dl ee i (8 vh HEAT A R
FWEIL, ERARARI I F a0 ER, EhEE RS HIV &R EH (CrCl g
9 30~60 mL/7p%h, n=20) "Ikl 45 254K80 /2 R % B8 2 5 .

L E Al 7R — I XS E W DhRES (CrCl Af{E<30 mL/43%f) [99E HIV-1 J&kgL
SR BT 75 LA AR 253 D) 2 e rh, A 62 3 B2 B Th R B4 52 1A R 32 1
F AR B LR b 258 i 2 57, X — RIS 2% LR b 'S BEE BR AL — 5K
T RE

[ A TEHF D) e 3 58 ot A R EAT W

KPR < Ak AR 32 EEAE AR AV B o« — Tk = AR /4853 (600/100 mg,
FHWIKD) LRGN RN, (£ (Child-Pugh A 2%, n=8) IR
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(Child-Pugh B 2%, n=8) 32l E Hik i FH A S AN /1 S8 5@ R A F 4.
(B30 B 32 12 08 5 TR B 40 3l 81 4 55% (Child-Pugh 434% A) 1 100% ( Child-Pugh 432% B).
1 2R B B 2 SR R I PR A 5L, TR S e PR3 7 A8 3 /ZRFE AR 43 o v Rt 7 5 R T D R 45403
SHIE P AR AR S IR o

ELUwE . 2% bR A R B TR AT bR . 7E PR Th RS (Child-Pugh 732K
B) Wk HIV-1 Y2 IR b AT 7 — 0% L Rl 25 30 1 2 e . AR5 v B2
Ty Re 0 A RS2 2 18] ¥ LU m A 244830 70 F A IR R AR K 22 57 o e 28 v BE T D e A
BB AN TR BRI AR T E BT Be i (Child-Pugh 43-4% C) X2 Lb Al il
(1] PK 5
R/ ER R AT 7 LR

1 TG 78 73 RO I PR 8 24 AR 30 0 2 50308 T 78 PP/ 807 JHF 5 2 % o0 A i 244X
HIpAESiEAR
TR )i

TEUFYREE 2 FISE 3 H0 (5 3 N AN 1D B2 &AM U i St 8 07 897 )5
2 L A A R ROE P IR I R B RS (6-12 D RIEFAT (LR 3D, W gRIA T
B CRIGEMD P I 2R3N 1154 B8 (Conax BT AUCoan) 877 I I BRI FE A T Rk
A A A

R3: FEREYRSE2NISE 3 K= J5 8 A 2k AR =5/75 L =] 42 800/150 mg q.d JUEHE TR
B RBIT R BEF BRAREER

RIEFRFHARIN /1% MRS 2 MRS 3 3 F=f&
CF#{E +SD) N=7 N=6 N=6
Cmax (ng/mL) 4340 + 1616 4910 + 970 7918 + 2199
AUCzs (ng.h/mL) 47293 + 19058 47991 + 9879 99613 + 34862
Cmin (ng/mL) 168 + 149 184 +99 1538 + 1344

TELLURER 2 WA, P MAE A BIE P BT Cnaes AUC2an 1 Conin 53
W JEEAR 49% 56%AH1 92%, FELENRES 3 1, 70 B0™ 5 EAR 37%. 50%A 89%.
LR ]

R P SO T ROR B T H P A P R it o 2 H R b AR 2R
21 712 8GR I P CAE 2SN J1 20 78 P A3 DUIE S 25480 A1 22 7 v, Z L w150
mg 1E 4GRS L5 BRI 5 800 mg %55 & SFIFEH T3 100 mg 1E A I G M
SRR B HUAEMERIETI S, A RS R S e 5 35 800 mg
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H— X 5% w150 mg & H — R AE 5258 F I 1997 800 F) (2 L2530 772: D

AR H— R I R TE AR 2 58 T — TE A I BEA: CHeS2 VR YT 1 8 th kAT 10
WHFT GS-US-216-0130 1) 24 Ji 4l 73 B LA K I 73 BIAE R AIBRAE C R IR 7 1 B
HEAT TS ARTEMIS A ODIN (F2523 7 AR =5/ FIFEAR 5 800/100 mg B H —kiA
7)o
XHE R B & HEAT #3875 A5 /75 L F) ik 800/150 mg 4 H — RGBT ST R #R

GS-US-216-0130 /& —T7E 313 il HIV-1 BHRR A& (295 BilwTE 35 1 18 Bi4%
SRS 8D AT IS IA IR S LRl S FH I B e et T2
AT RIS . TFSOE IR o 8 R F 32 i 90 3 08 5 1) 35 AT R A 280k 1 R 1 e
SRR TR SR YT 75 2 K [ B 4 238 P A 5 800 myg A H — IREK G5 LL Rl i 150 mg
H— BT

A I TR A NI bR ) HIV-1 [k e 5625 5 A T 5k [R] 2L s A DA B T P 8 = i
2RI HL LK HIV-1 RNA>1000 $% U1 /mL 95 5525 B 1R 58 SCHRfA fLZE HIV-1 RNA
IR B <50 ¥ 11/mL.

FT 313 Bl E R ALERS Dy 35 % (G 18~72), 89.1% A HE, 59.7%NHE N,
34.5%ABN, 2L T%APEIEF N, 1.3% NN FHAFIREA 421077 (1 B35 1 A4
113 HIV-1 RNA S{EMIEL CDA+4HM TH b A0 8 73 7104 4.8 logio 5 U1/mL 1 370x10°
YU/l (VU 6~1473x10° 4HfI/L) LA K 4.8 logio £ Ul/mL A1 107x10° 4H /L (JulH
5~643x10° /L) . JRIT RN TR 245 RANEE 4 .

& 4: BIFT GS-US-216-0130 HFENLIGIT KRB FREE R (38 24 A4 D)

V198 BEEEZRITHIR | %ﬁfﬁ%ﬁﬁ%‘
wEAEA A | o P SFT S LA
800/150 mefgH— | 127 A F/EWRME | 800150 mg&EH—K
g s
%+ OBR 800/150 mgf: H—Ik + OBR
N=295 + OBR N=313
N=18
HIV-1 RNA < 50%% Il 83.7% 61.1% 82.4%
/mL
AR 9.8% 38.9% 11.5%
5524 & IR 18] i $IN G B
SRR R
ES RN S R A T TS 4.7% 0 4.5%
A7
] HC At Ji DRI 7R R AT 1.0% 0 1.0%
I 18] 2 P PR B Bk, (H
Ve S SRR 0.7% 0 0.6%
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N =4 $di 52 35 18 N8

Y IR 24 2 HT R = B A R R R BB, S 24 R A B N> S0 L B, DA
KRS 55 A T WA AN SO I O

T H20~30)E I A

S BRETESE 1R Z R B 2 (8] AT AT 1) AR A RS R EAE TR R, R R R
SEUT L E O R P TR A

1 HAhETE: BEFRZE. RS, WFIE B R EEE< 50 #0/mL.

B 758 GS-US-216-0130, 7E 1T #i{4: TMC114FD2HTX3001 (AMBER) H1 %} i#
. GEPI /7% bR A E FIHE 4L A +FTC/TDE) FIRIA Sk th il 1 ik 25 A =5 e
L E]h 48 TR TREEF AN 88.4% (HIV-1 RNA<50 #5 Ul/mL; PRI,
SFEE R BB AT HIIE T AR FH/AFEIR S 800/100 mg & H — Kl R SRR
PN E 2 )7 N7 K

38 A FFE IR (G B TR 2 T —TIERIE HIV-1 SRR 3 h kAT (1
BEHL. XHHR . FFBARZEIIHRLE (TMC114-C211) 1 192 JEEHE 43 b7 LA K& — T0AE e 523
UM AL SR BRVR T 1 HIV-1 RGN B gt AT O BENL . XS IR T Jobs 25 I a5
(TMC114-C214) (1) 96 KR /4. tbAh, &1L W G2 Puili i 5o 2 291018 9T
() HIV-1 G B H TP BENL. WA Tb AR ARIREE TMC114-C213 A0
TMC114-C202 1] 96 J&%i# .

IR YNGE

TMC114-C211 5%

TMC114-C211 A e & —TIiBEHL . XTHE . TR I HRES, B R EPTdi 5
TREEZIPHIIE HIV-1 G N 82 BRGSO 33/ FFE 8 45 800/100mg 4F H — A
B HIEVCF/AFEI S 800/200mg CRAIAE H —ixEift H —IRIIZ 2577 %) . AN
[F 58 T 5 77 38 H— I IR E WiAR 35 ZIEEER 300mg (TDF) Al H — & i ik
% 200mg (FTC).

R XA AR AE R HIV-1 B2 3 B2 HIV-1 RNA>5000 #% J1/mL.
e HE TR AT I 1) 1027 H5 8 B (HIV-1 RNA<100,000 #% Ul/mL 5>100,000 ¥ U1/mL) F1f7
A ¥ CD4+ZHMLTHEL (<200 A/ mm? 5i>200 ZHAE/mm?®) WFREL S 43T T 40 2. TR
BN 12 SONFRINILIE HIV-1 RNA R E#E< 50 4 0/mL. 20 Hr a4 I R a0
TMC114-C211 H58H 1 192 JEI6 Y7 B2 TR H ) 689 #1321 .

I8 7 AR R FE A H AR T/ AFE A H AN D Ge vk R LA AEL B T P4
5 PR TS TMC114-C211 Hak = HF/FIFEH 5 800/100mg B H — IR 320 E
AIAFE R I U F5/FFE A F 800/200mg 2H 32K # AN I Gi i 27 ML AR1IE
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£5: TMC114-C211H 5T 238 E I O i H F MR LR A4

BEHLHF AR TMC114-C211
BH-KEFERH/FAFE | SHEBELEFH/FEERS
R 800/100mg + 800/200mg + TDF/FTC
TDF/FTC N =346
N =343
ADOGH R A
) 34 33
(CFERJaH, %) (18~70) (19~68)
P51
P 70% 70%
ik 30% 30%
N
SN 40% 45%
BN 23% 21%
EEREE TN 23% 22%
RIATLPN 13% 11%
FLRFE
2 I P 2 0 K B R (logio 4.86 4.84
copies/mL)
FLLR IS T $51CDA+4H i 1155 228 218
(MMmm?) GEHE, Nmm?) (4~750) (2~714)
F 2595 7 4 E>100,000 copies/mL & 34% 35%
It 5 e A
2 CDA+ZH M THE<200 /mm335 Fir 41% 43%
& e A5

TMC114-C211 #f e H — A F B F/FHEIR S 800/100mg 4520 # 126 192 JA
HERER 6 A

#£6: FH192F B TMC114-C21UFF T PEVLIGIT IR B ¥R

ﬁﬁﬁsﬁffﬁ’ MR grmmms st
me 800/200mg + TDF/FTC
TDF/FTC N© 346
N =343
HIV-1 RNA < 50%% Il /mL 70% 61%
I B 2 O 12% 15%
5192 JE W 8] B T R 2 BOE
iR A
KA R FH AL TR AT 7S 5% 13%
[ A Jer R 77 2 L AT A 13% 12%
A B N B B, (B ES 5 <1% 0%
Eﬁ?‘ii 0 0

N =4 Hdi 2335 1N HL

*95%CI: 1.9;16.1

T AREE 192 2 AT R B Z B S R IR H A, BB 1928 I IR) > 505 DL B
DRSO 507 & 1 W05 A SR B U R

T H5186~198 & I} IE] F
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§  EUIELES 1R IR & 8] AR AT (] s AN R S BB TR A s, W Rl
FECTAERLE I [R] B A T AR

O FHtbdE. RURRE. U5, R N FR SR E< 50 $% D/mL.
FEREFLTMC114-C211 8 192 JE 6T I, A H — k7 8 5/ FIFE AR 5800/100mg 4

H CDA+4H I THECR BT B 26 1) o s B P D 2584 Al /mm®, Ak I DT AR 5/ R HE 8 5
800/200mgZH 92634l ifd/mm?> . 7 548 JH I A 75 B (<504 D1/mL) i 8
IRFEIR 2R, 25 1927 I A7 8 1% ATy SR AN AT I, 5 2 AH L& DT A=/ FIFE 5 H68% .
1928 73 Ay, FEITTAIOP A 1 2 7=k 7 TS =5 /AF B8 4377 58 S DL 3/ FIFE R 55 77
ZHML BA G
W2 VR IT I N B

TMC114-C229 W 5T

WH5T TMC114-C229 2 —WiRENL. JTBObRaE s, £ e 5 PR Y i 24 VA I it s e
IR ARSI 2 AR SCEUR (RP VLT, V321, L33F, 147V, 150V, I54L, 154M, T74P,

L76V, 184V, L89V) HifikpEsk it 1,000 HIV-1 RNA # Dl/mL, £32ii6I7 1
HIV-1 YB3 e b T35 B 35/ 800/100mg A H — k5341 JF /AL
600/100mg & H k. PIHERA TR RI7%, J7 R H AT A RN 2 FhEg 2
FiLL L NRTIs.

F62 5T FOPRER) HIV-1 B2l OS2 Sl e 3w #8810 97 7 %%
(HAART) %/ 12 Ji. JREENER 2 MIAIIE HIV-1 RNA JHEEEICT 50 #01
/mLo 2B ELAESE R 48 R YT BAR ATIR H 1 590 13218 .

7 W EEL T AL TMC114-C229 ik i 45/AFE 8 45 800/100mg 4 H — R4 32k
F R AHAFEHE 600/100mg & H RS2 R E N D Gt IR E . R
R [ AEAEA P o

R7: TMC114-C2295 L 2R E A O Gt A ML RE

BEHLEF L TMC114-C229
BH-KEFRH/AF | H KR RFHA
A+ 800/100mg+ | FEFH600/100mg +
OBR OBR
N =294 N =296
INEE s ds
FERE () 40 40
CFERRTUE, %) (18~70) (18~77)
P
I 61% 67%
ELg ks 39% 33%
N
HFA 35% 37%
BRI 28% 24%
RN 16% 20%
This copy of the document was generated on 29 Apr 2025 Page 28 of 41

Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60408 Version: 7.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

PN

16%

14%

HRHE

FRZRIN P35 MR i EE8E (logio copies/mL)

4.19

4.13

FEZL I CD4A4H -5

ANMmm®) GEFE, 4~/mm?)

219
(24~1306)

236
(44~864)

FE 2899 75 4% £:>100,000 copies/mL # fIf 4 Lt
4l

13%

11%

FL 2L CDAY T £0<200 1 /mm>3E i o5 LA

43%

39%

PG R E (JEED

0.50
(0.1~1.8)

0.50
(0.1~1.9)

52 L N B E A E GafED: |
PI R4
NNRTI %35
NRTIRAS

4

FELGI 0 BT T Pls HEURA 26 H >
tt

88%

1
1
86%

BE LI A LA B (0 3 AR e 7 5%
AR T o LT

0

1

2

>3

84%
8%
5%
3%

84%
9%
4%
2%

Z HIAE I ) ARV BrE i+
NRTIs
NNRTIs
Pls (ARG AFEIR )

3
1
1

1
1

*FTRM (Antivirogram®)

TJohnson VA, Brun-Vézinet F, Clotet B, et al. Update of the drug resistance mutations in HIV-1:
December 2008. Top HIV Med 2008; 16(5): 138-145

TR ARVs, NEAEEF SR LIS
OBR: fith 5T &

TMC114-C229 58 H 8 H — k25 I =H/FHEAH 800/100mg 432 i E IS 48 JH

SERAER 8 han i

#8: FASH I TMC114-C2295F R HBEHLIGIT HIR 45 R

BENL 4> 2E8F 5 TMC114-C229
FH-REFEBF/AFEHR | 8 ZIKEFIFH/FFER
+ 800/100mg + OBR F 600/100mg + OBR
N =294 N =296

I3 B 2 TN . .

HIV-1 RNA < 50 Il/mL 69% 69%
I3 B 2 R 26% 23%
B 48 JE B TA) T I TC 0 2 2 EoE 1
JER Al
[RIAS B =5 1 a0 T2 T HH A 7 3% 4%
(R Aty 5 AT 177 38 HH A A 2% 3%
IR 3 N R B2k, (HAES S 0% <19
Eﬁj‘bi 0 (1)

N SR R E NG
BLFE 548 i eh T Rk Bk = B AR TR Y A R, 48 RIS 1) 7 9 >504% DL B, %
TR AT A SOV S B (RRE SUR A AE S B0 TE 2 WK A A
M AEI i R AR B 2 D, BAR T AES/BE T LARAT PRk = Blale 2k BLAR ¥ HoAth 5L A
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TR H P EH (R ERA R EERE I (HIV RNA>50%% Dl/mL)).

T EEA2-54)E N ) T

o8- B N i 1 7 L = O B T T e P O N = = X =i A T = 9 05 (P S oY [ TV 5
T AERE (I TR e PN TG B A A

§  HALEFE: WEIEZE. K55, WRIE N R ERE< 50 #0/mL,
PNIBIT A CDA+I T B T 2 - in =402 GA A ARF5/RFIFEAN+

800/100mg % H — R ZHAIE 75 B F5/FHEABH 600/100mg 45 H — R4 %514 108 41 g /mm’
A 112 ZHHd/mm?).

TMC114-C214 WF5%

TMC114-C214 W5t —WUEAEBEAT HRIBEHL. XS TSP 25/ T 310 PR
H )5 8 S Sl e SR s 296797, B IUCIR S/ FIFEIRF409G HIV-1 &G
NBEE P HBEGE P AH/AIFER T 600/100mg & H RS ULIE S5/ FIFEI T 400/100mg
FH R WAMTE B8 E (OBR) ¥MEED 2 Myt %25 (NRTIs I
BN NNRTIs)

FFE XA HI N bR 1B HIV-1 (932 10 H ML 2% HIV-1 RNA> 1000 #% Ul /mL,
MmHEZER 720 12 A& sR#aI7 7% (HAART). 32N ERE
SONHINILK HIV-1 RNA JiREEHE< 400 #% U/mL. 7 @6 R TMC114-C214 158
T 96 FEAYT B ATIE H 1 595 B2k .

I 7 AR R FE IR HANE TS/ AFE IR AN D Gevh 2 R R LR AL B T P4
9 B T HTFE TMC114-C214 ik EF/AMFEAH 600/100mg & H — k432 i #
VLA F/FHEIRF 400/100mg 4 H — R ALZRE 19N D Gt 2 IR LR 1E

£ 9: TMC114-C214 B 5L H 2385 I O ST F AL LR ASAE

BEFLBT S TMC114-C214
FHOREFERH/A | 8H ZIRE LI T /A
I+ 600/100mg+ | FH 400/100mg + OBR
OBR N =297
N =298
AN G225 5
R () 40 41
CFERYEE, %) (18~68) (22~76)
P51
Eogks 77% 81%
M 23% 19%
N
SEEDN 54% 57%
LN 18% 17%
RN 15% 15%
DIIPN 9% 9%
FELRFE
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FELE I P 35 1M1 K £ %K & (log 0 copies/mL) 433 4.28
FELL IS Y CD4A4H i 115 235 230
NMmm?®) (FEH, A4~ /mm?®) (3~831) (2~1096)
%zﬂzfﬁaﬁgzloo,ooo copies/mL3& FIT o5 Lk 19% 17%
FLECDAZ M T %r<2001> /mm3# it 5 e 45 40% 40%
B SR JERED 0.60 0.60
(0.10~37.40) (0.1~43.8)
WICH R (JERED 0.70 0.80
(0.40~74.40) (0.30~74.50)
i ZiE AR UL R R R (JERD: *
PI RAZ 4 4
NNRTI 248 1 1
NRTIZ AL 2 2
FELR I A DL B ) 35 AR (B 1 7R 8
AR 2R A b
<1 78% 80%
2 8% 9%
>3 13% 11%
Z RIEF ) ARVs $E e+
NRTIs 4
NNRTIs 1 1
Pls CAEFEIEFIEFFEA T 1 1
FE LG B A SPT OB 5L P 306D
I 245 5 1 32 30 H S L 2% 3%

1T HA (Antivirogram®)
§ 32 AR T C LT Y Pls

*Johnson VA, Brun-VezinetF, Clotet B, et al. Update of the drug resistance mutations in HIV-1:
Fall 2006. Top HIV Med 2006; 14 (3): 125-130
THRIHE ARVs, AFHRFIEFFERFH

TMC114-C214 W54 H —0E 2 IF/AFEHF 600/100mg 2523 E 126 96 JH

SERESR 10 R4

2£10: ZF96H R TMC114-C2145F R HBENLIGIT IR ¥ 5 R

8 H K& I /FFEHR
# 600/100mg + OBR
N =298

& H RIS LA /R
% 400/100mg + OBR
N =297

HIV-1 RNA < 50 Jl/mL

58%

52%

26%

33%

5596 JF IR 8] B IR 09 2 27 40
JR AT

PEIAN R 3 BAE T TR A T

P EL Al Ji AT T 3 R AT

IS 1) B A R B Sk, (BAE S S
et

7%
8%

1%

8%
7%

<1%

N =1 odfa (1 32 2

* o BAEEO6 A AT RISk = B S AT R TIR H R, B 96 A IR TR BT A > 5085 DL, L
LT 5T A T 0T AN SOV I R ) R

T E590-102 I A
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T BIEEE VR IR B R AR AT [A] 5 AN RS B AR TR tH A 3, Wl R
FECTAERLE I [R] B A T AR

§  HALEIE: WRIEE. KU, WALRHE R EEEE< 50 #U/mL.
FERFFETMC114-C214 1) 5596 AR YT I, A H & I35/ FFE $5600/100mg 4H H

CD4+ 4IHTHEORE T SR 1 T R E A 8 AN ML/ mm?, ¢ H RIS VLAR 5/ FIFE R
F3400/100mgZH 993/~ 4 ffd/mm?.

TMC114-C213 1 TMC114-C202 5%

Il XL TMC114-C213 Fl TMC114-C202 745 = /K P 24 PR RN 23808 Hh ik
ATHIBENL. XTI I HHRES, AR A 4E 2 N4 JFIRI NI/ 3 B AR IR R 5
JE KA 24535855, 33X — 050 "R B AL 23 28 2132 725 38 55 /R0 5 L 10 BT A 5248
% 7 IR, B 600/100mg B H K.

R IX B B0 (1 N FRAE (G HIV-1 1952303 11 127 HIV-1 RNA > 1000 #% Jl/mL,
Z it PT ()« NNRTI (s) Al NRTI (s) R97, FRidxmf /04 1 Fid2 Pl A
(D30N. M46I/L. G48V. ISOL/V. V82A/F/S/T. 184V. LOOM), ifi Hifi#it C&f%% T
Z/b 8 FMIARE I EH PLINIRIT J7 %6 KR PL SR HE . IR A I 1R 33 2k A0 B R 6
JRASE F B LR BN S 2HIEAT T 40 )2

VPG T 5238 P IR/ S5+ OBR (520 Akt B4 2 (B2 Fe 3 1 %
[ PI (s) J7ZR+OBR) MR TEENE 5. B4 2 A B A 70 38 AR 40 Ja R Y i 24 1 A
DA Z ATHI ARV J677 523%4#8 PT (s) A1 OBR. OBR EFE£ /> 2 Ff NRTIs (hnsiAin g
KA. XTHRAHFELEN P () AHE: WWILAHEH T 36%MZl#, (fos) ZHHEH
M7 34%, WEREMT 35%, BFLAFEH T 17%;: 98%HIX M H 2l #FH 152 7 FIFEH
FISR PL 7%, Horh Ay 23%I0xt B 52108 652 7 MU I 3R 11 Pls. FITA 2l h &4
47%35% T BT IR, o 35% 2 YA ENF. 5 8522 S8 1 SCA IS HIV-1 RNA
TR E M TR IR E D 1 logo.

FEXHIR AR RS TMC114-C213 A1 TMC114-C202 AT IR, 3875 A8 F/FFE
HEF A I PL AN G 2 MR R IR ] 1 P47 2 11 P EREL T X TMC114-
C213 Fl TMC114-C202 BHAT A I, & H UGE BH/AFFEHTH 600/100mg 41
SEARE FECEZ P ALSZIRE 1N Geit 22 MR 2R AL

F11: TMC114-C213FITMC114-C2028F L H ZRF WA D Giih- S MBLREFE (L&
43

ol

BEALETIC
TMC114-C213F1TMC114-C202

8 H ZOEF AH /AT Xt R 2
600/100mg + OBR PI(s)+ OBR
N=131 N=124
A LG54
This copy of the document was generated on 29 Apr 2025 Page 32 of 41

Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60408 Version: 7.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

EREY () 43 44
CERSTEE, %) (27~73) (25~65)

P51

Sk 89% 88%

1k 11% 12%
N

HAPA 81% 73%

ERA 10% 15%

[IELY PN 7% 8%
ELRFHIE
FELR ISP M EE 3 (logo copies/mL) 4.61 4.49
FELR I - CDA+4M i 1 4 153 163

Mmm®) EH, A4~ /mm?®) (3~776) (3~1274)

Fh 2895 B 45 E>100,000 copies/mL ¥ fir 5 EL 4 24% 29%
FL LR CDAZ i+ $<2004>/mm3 & T o5 LA 67% 58%
AP AR B R 43 3.3
i 23R UL PR R E ERD: *

PI ZRAF 12 12

NNRTI 248 1 1

NRTIZEAR 5 5
FRLG I A LLT B 1 3 AR B R R AR 1
ZARE H b

<1 8% 9%

2 22% 21%

>3 70% 70%
ZHif# ) ARVs BB i T

NRTIs 6 6

NNRTIs 1 1

Pls (AEFEEAIEFFEHF) 5 5
FE LRI 6k T A AT $PIs O B i B8 =6 Ak 63% 61%
PO i 2132 E f ot ° 0
Z AT R 3 R I IR ) 523 Ay b 20% 17%

*Johnson VA, Brun-VezinetF, Clotet B, et al. Update of the drug resistance mutations in HIV-1:
Fall 2006. Top HIV Med 2006; 14 (3): 125-130
1HTE A (Antivirogram®)
R AR TN & BT Y Pls
H I TMC114-C213 F1 TMC114-C202 52 HEFE IR H 0k 2 i =5/F)

A 600/100mg 321X 15 96 JA S RAER 12 thaath.
F12: TMC114-C213HITMC114-C2023R %96 BEVLIETT S B QLA

BEHLIT 5T
TMC114-C213f1TMC114-C202
FHZREF I FH /AT F EL B PI(s) + OBR
600/100mg + OBR N=124
N=131
T B N 57% 10%
HRINES 96 F 2/ LIk (39%) (9%)
I 1 logio HIV-1 RNA
(55 96 JENF< 50 £ I/mL
)
BRI 29% 80%
= W46 L 8% 53%
I3 BE AR Bk T 17% 19%
A SZ B4 4% 8%
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FIA B B AE T 85 24 9% 3%
IR LA J5 R 52 24 5% 7%

*EE 12 JE 5 R A U AR B D BRI 0.5 logio HIV-1 RNA 5203
TEVIGENE (IR E R 1 log), (HEE 96 I AN B8 EFF K 1 logio 321
1896 BT AL BIWHIE I R B 1 logiof1 %2 ik

TEAFERFIE TMC114-C213 Fil TMC114-C202 1, @it 48 FAMGIT, & A F/F4E
A=H 600/100mg B H —IRALFIXT IR 25 PI 4HAF HIV-1 RNA <400 #% D/mL 15238 % te ]
53R 55.0%F1 14.5%. BE4h, I3 HIV-IRNA AT REL AR E R : A RH
/FIFEIR=E 600/100mg &F H — k49— 1.69 logio #% U1/mL, 824 PI 415 —0.37 logio %
Dl/mL. CDA+ZHMTHEUR BT J 26 1 s A E L = I35/ RIFE R 600/100mg 4 H —
AL (103 A1/ mm?®) = TR PT A (17 41fd/mm?).

FE)LE BEHRYTR

) R X AR b 7E ) LB B 3 TR T R AT R 7T (B, —TOUAE HIV-1 BUBYL ) L2 B
HHREAT I UL R IRPR I 7 SRR FE 12 8 & <18 % HARE>40 kg (T D4 g i A -
GS-US-216-0128.

FEICPE T A/ AR 75 GS-US-216-0128 7£ 7 4 HIV-1 J&4s, &6 s il &
DA (RE F /D 40 kg) HVEAS TIA AR AN LR AR A 220 2 Bl NRTI BRI 80 %
MRS )% BEEZ 800 mg ik A H AT 150 mg F LU B H —IRG 4.
BEMHRMER N 15 B QU 12-16 ), 57T%N&ME, 28.6% BN, 42.9%NF
RN o JELRRF, P BB M3 HIV-1 RNA<50 2 01/mL, HA7 CD4+40M 508 1,117
YL/ mm® (JEFE: 658-2,416 4Hffl/mm*), H{i CD4+ H AN 45% GEH: 28-56%).
TR THEFL GS-US-216-0128 5 48 J& (R T F 45 R . 25 B F L el b 715

El

o

F13:  RHGS-US-216-01283548 )7 IR F 745 3
I IR/ A
(N=7)
HIV-1 RNA<<50 # Jl/mL (FDA L) | % (n) 86% (6)
CD4+E 7 BB 1) 3578 4k, @ -6.1%
CDA+4H A THHi R 28 1 T35 A8 1k, @ -342 4Hf/mm?
@ RIS B .

(ZHE]
ZEEH
AR NPT HIV-1 254005 75 AR 450 CYP3A $HI 77025 bb =] At 28 1 (1) & 77 11771
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YEFIHLEE:

Py HIV-1 B s ARG A0HF), TRtk 4 ) R G 2 IO A Y HIV-1 gwfid Y
Gag-Pol 2 JHE (IIZLAR, I BELT 10 A e s 2 FOURL 1 T Bl o

FHeE iy CYP3A R4 (3R P450 B BEVENL B HIF), XF CYP3A /I
WEAMHIER, T8I0 CYP3A IRV R G5 e =

AN GUR B

BT AERPEERG T 40 R NANE M S AZ A BRI A%/ B R, 38
F AT HIV-1 5256 = HRORI PR 7 B bk A HIV-2 SE56 S MRk (935 7, ECso {HIMITEIEIZE 1.2~
8.5nM (0.7 ~5.0ng/mL). ASMFFTE R, &M FXT HIV-IM 4 (A, B, C. D\ E. F,
G IEAY) O HIRME 7 BRI B A IR R, ECso HIVEHI7E<0.1~4.3 nM. {EA MK
L ISR ECso SN AL A5 50 5.4.

BILFORFE HIV ARSI 28 8 BFORS . et WLk, =48
F AFEIBEH WEIBH R ECE 2N, B AR/ R 10 S Bl 47 1 771 o (2
A kR, R ROKRE . AMlORE . B iR . LTI AIE R 2 R E G H
2, BT AR S SR I 2 R e . KAET G KAk, RIVT AR AR
Fohror, LR A R B IREC A FH 25, SRS RIE P I 5 LR AT 259 (R 77 A
SEEAR(E

FEe e ARG Th AR S 2H HIV-1 SR AR, 7E5T HIV-1 406 -t AR I 2
PUwEREYE, HA RS R HIV-1 JUiE i se 250 B0 5o 25 75 PR 2 B A AEAE TS HUAE:
e

ik 2414 -

15 7%

TEPARAT : NIEAS A F A P AR B AR AR 1A e, 88 I A4 10 SR AT 7 8 5 i 245
HIV-1 955 8 o B AE HIV-1 348 H 07 I8 i 4R 068 38 7 8 = AU R 1 21~88 i
AR RS 2~4 FEIEB B H, 45 S37D. R41E/T. K55Q. H69Q. K70E. T74S.
V771, 185V.

M B Z HE AR RALH) 9 Ffr HIV-1 Bk e o b = i Himd 25 ik, KIAEE
FIBESE A EIETE 22 Fh98 48, AL4E L10F. V111, 113V, 115V, GI6E. 1231, V32I. L33F.
S37N.  M46l. 147V, 150V, F53L. L63P. A71V. G73S. L76V. V82I. I84V. TI1A/S.

F1Q92R, FLrf L10F. V32I. L33F. S37N. M46l. 147V, I50V. L63P. A71V fl 184V N
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Lo XEIE AR 251 8 AR B DT 8 PR, HURKE NI 50~641 £5, FEUECs il
o 125 nM~3461nM.

(7T R

R R 2 O R B TR R . S LR AS A BUR RS M, AR 2 L
fLFK) HIV i 24 B e 382508 A PRI 2457 Bt 2 WAk P i e AR 7 15 2

32 X i 2t

OS2 (R 3 25 5o (EARA B TR h, Xh2c 0=, BFLanF. et
F WEILBE . SRR FFEIRA . AR RO 251 3309 11 PR 73 2 b
(K] 90% X3 7 =5 O BBURR R PG T ANBAE 10 185, BRop o0 33 4 2 1 e300 o1 70T} 24 P i ot
IE PRI BRI B 1 A A I 24 R 23 B AR ) 26%0~96% % H At 25 11 i 441 1 751
(RBUBE BEAR T A RERE 10 RE[ZRAEIBE (26%) FIFEHEE (34%). WEILHF (46%). Bt
WF (57%)« FIHLIBF (59%). WELTH (64%). ZEMFH (70%). HHME (96%). ]

F T 0 S HE SN IR], a8 P 85 5 A A R e S R 70 Sl Sl e S
7 (NNRTD. @G0, CCRS A2 A7) s B £ B 57 2 8] AN K AT A= 4R 58 X
i 2451k
FHERT

i

EFIRA Ames AR50« N\ E £ 0 e 6 A AR TR0 AT/ B A R 1R 4 SR8 D

% LA fh Ames B30 /BRI BRI IR AN K BRI 5 SR N I I

R

BT T A A T A PR RS, ik A B R N TN R
REE AT CMNRAGD) 35 CRRD B, 34% W) b 8 oy N H TR 7= 252
B L6 fir CRRD 3845 (B B, RIWKEMIARKN . %L w55 80 A
FERE TR ER RN 1.2 A5, AR I I L0 K BRI B AN R B

PR W R BAEE IR IIIRNG K B AR R .

TE/NER (1000mg/kg AP HEH GD6~15 HLZE 25). KRR (1000mg/kg ik =5 GD7~19
FOMZE 2T S RFE IR F D S (1000mg/kg 187 H 4 GD8~20 HAeh ) A FH W7
ik AR AR RS . DL BB A S IR R (BT AUC) HIRRHER & FA
R R, KRBE G, ARMREIIE ChT 15,

KR EP=IR B WS SR, FEMAIIS T (SRS EHEAEHD SiEm
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TACRE G0 A, SR RE T 298 P i R ik SRAUKEL (1000 mg/kg 5 AIFEAR 516k
FID i i B RAEL I NARImARAER R T (SAFEIHRIA) B8 50%.

FLywmf: EHE fivhe H R EEE (AUC) R IE (150mg, #H 1700 N AERE
B 4 fEIS, O N BERE R SR AR B IR IR . P R R b, B H R Al AR B R
(AUC) AlmPRHEFEFIE (150mg, &H 170 TAERREER 1.2 48, 7ARKRES
AR

GD6~17 SEHR K R 14524 125mg/kg/ K, W RIIRIGA PR JG Z K KN R JIGAF B8 %
i, AR IWEWAE . 50mg/kg/ KR NMEIRK R ARG # T (AUC) B HUIm PRI I T Ak
BHTES 1.6 5. AR ETE 100mgke/ K4 D% T GD7~20 MRS, K WEHAKEE
BIEAF R . ZAE T RS R (AUC) & IINIKHEE & N A KR ERR 3.8 4.
PR E BT T, KR GD6 | PND20-22 4 45 T L alfh 75 mg/kg/ K, AW BHA
R B RS, ZAE ARG EE (AUC) BNIMKIEETIE N AEERERN 1.2 4.

KPR G B 7T, LI 10 RIHER DL 75mg/kg/ R4 245 )5 2h, LRl fihfe
FL ORISR ()P 39K T H ek 1.9 fi%.

BB

B RHESEEBSZ (104 ) VRO 78RN AR SR BuE . A

-
Y2

A HFIE A 150, 450 F1 1000 mg/kg, KRAEH AR 500 150 F1 500 mg/kg. /M ERE KR
TN R P 2 47 w25 RT AL P 4 3 R P00 P P A 2 20 B SR AR T v, b R BR T
L FEER B0 e 40 JBRJRA o 7 1A R 50 0 0 JHF 4 P v IR 2 28 B0 45 R O 5 AR SR
PR X7 R 45 25 T T K B KL AR il O S BUPORIRBER IS R T &, S BORR
(IEAZ TG RA R R .. R RE IR T, &P HRRER (AUC) 4 A
& GEP B 600mg+FHFEANF: 100mg & H 2 ¥, Bk 8 800mg+HFEHEF: 100mg
H 1RO NERERER 0.4~0.7 5 CHhED HM0.7~1 £ CRED.

Fr e A SR BUE R, MERESI I AR USR] 50 F1 100me/kg/ R T Z5H K%
(%) iR e A A3 TN 1% T 2 LR AR A A B 1 R R A 0 N AR E R R =
TRERN T MM 16 /5. KRBUBEMETF T, 25 F1 50mg/kg/ K5 &4 MM L 30mg/kg/ K
ZHMEPE, T 0 R R/ TR () R AR B . AN R AR A R K BRURE 1Y,
N PR AR T 175 5 R R R 3 R A (R 4k R S s, 5 N TEAH R o K SR B0e M ke e v 711
T, B RG R R NRIGIK H RS R RN 2 £

BERRYERMLE
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PR AR KRR A 34T 7 IE I B2y B P A AT, AR R R R T AT
TIEFORFAFER TR SRR A S . KBRS 25 AR, 100 mg/kg/H AL L
e B E ST IR A, S E NG MRS B RS HELHARIR . w2 4n
MRS HON B, WG4 PTT 800, BEFEHRR, 7R h LS 2 i AT FOR AR AL Bk 1 %)
5 IR IE R SR, TTHEA RS RAE 120 mg/kg/ & FIAH 4 T HEF 7 &= R G IR 2
FeEI, R WEERBME RIS E

LIk

KRR T, 4525 Bk 1000mg/kg I £E PNDS K ZAESIMIFET:, 3¢ 5% &k
0.1~1.0 s NARFE & . 7E 4 HEESZFIE T, M PND23 HIFMR%2) (AT 2~3 %
JLED RAAEICT, MIEFRFEE (SRFEIRHEAD A MK FRERR 2 5.
st

30°C LA M RAF
(2]

R IRV, A LEASIT IR, &3, 30 F/&.

[T
BE L2 s E AR 7X20170271
(25 mitEC 5]
I 24k HI20180030
[ Ef#FAFEAL
% FR: Janssen-Cilag International N.V.
FEMHLIE: Turnhoutseweg 30, B-2340 Beerse, Belgium
(4740 ]
4 FK: Janssen-Cilag International N.V.
Hitik: Turnhoutseweg 30, B-2340 Beerse, Belgium
E72)7: Janssen Ortho, LLC
B iblk: State Road 933, KM 0.1, Mamey Ward, Gurabo, Puerto Rico, 00778, United
States of America

f%%]: Janssen-Cilag SpA
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Hidik: Via C. Janssen, Borgo San Michele, 04100 Latina, Italy
[EAREAN]

Rk PR AR AT

TR BRPEAE U 22 7 R XCR A R L R DU R 19 5, BRIGE TE 2
T X o L 4 SR EBR 17F

MBS AS: 710304

HLIE5iS: 400 888 9988

FEHSMG: (029) 82576616

M3E:  http:/www.xian-janssen.com.cn

**¥END OF DOCUMENT***
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