KN

* 3% 20264E8 H 2tz T (H57HR)

% 20264E3 H 5T
By & BB H AE 75 i o i
HxhEAR 364 A 87625
9 4 I LB REEH ‘ ‘ ‘
e YIWEED VERIE - T/ KREN 7572 FIRTVIEIE - TL M) Y 2ECEREE
A BEER — — ® PAEA =
J =7 1 4 e
ODEFSEY" Combination Tablets -
. - e - A A5 | 23000AMX00793000
IR - RIS O X ) BT 52 & e T

=)

BEIEMIFREAHL TWBEETIE. AXE D 5H
IEICkY, BREMFRIBRT I ZThIH5DT.
AHDBEEhET BB TEETE L, B
ICIEREHDSE. BEELET IS TP H50DTEE
TBZE, [9.1.358]

i}

2. B2 (ROBHITIFEBSLEWI &)

A BH ORIk LB O BEEEE O B 5 B

22 )7 7YYV, VT TFU, ANRTEE L,
T )NV =)V, Jx=bA, TJz=bf -
T/ NNWVEY =), FATxz= bV, T/)V¥ 3
F. 434+ ¥y vy (St. John s Wort, >
M- PYa—-rvX U= GFEH. TFILSF 3
F. ARV TF=7, 2rag7==7, I Ny, T
XAy (EH5) (BEHES %), 7a b
VRYTHER (FATITV=N, TV T T —
V. TAEY Y - 509 TF =), FXNT T —
W, ZIVRAT I =), R TIY¥F I IVEEE, T
A v - BT IR RS hoBE
[10. 18]

N

3. #HR - R
3.1 fHRL
W5es | 477 1 BiAE
(1)
V) CHEFEEE27 Smg (VD VEE ) & LT
B |25mg). 7/ AREN 77+ I N7V
28mg(7/ AL 75753 FELTBme).
I A MY THEY200mg
BRI, St va—2, KE Ry, By v
NV ANR— 120, ZUAH VAT —AF M) T L, A
IR TTNVER T AT A, RY)EZ VTV a—
V(BB AL . BRILF 5 v, vz T—)
4000, vz, ek
3.2 WEAIDMIR
o - FE | IKEDOT 4 VA T—T 1 T
I LT AT
VASIZ
—
EfE(mm) | & (mm) | EE(mm) | E=(g)
N
15 7 6 0.67
kBl — K| GSI 2556

4. HEEXIITHR
HIV-1E 3 E

5. RHEEXIIRICEET 2=
51 UTOWTNADOHIV-1ELEBEZIZHEHT L2 &,
[17.1.3. 17.1.4%HK]
CHIHIVIEDGHFEREE S 2
100,000copies/mLEL T T % ¥
C ANV AR DR R L WY B AR6s A
HLLEIZB Ty 4V ZZ I (HIV-1 RNA &8
50copies/mLAdG) 2SN THB Y, JLVEL Y v, F
JRENVIITZ A N U3 iR s

HIV-1 RNA#&

T RANOY B EYTH S SR
% PrHIVEEEL iR

5.2 KA X BIWBEICH 720 Tld. BE OGN O kg
72 W A VAR SEAI T AR AT (G s T BT & 5\ 13 I
W) 2BEIITH L,

5.3 RIGHOHIV-1IELEELELZFRE L) VELY) YO
WAMERR S AR BV T, DTOFBESESNTY
LT EMG, RAND X A EERGRICIE. 2hs ok
IZOWTHEETAHI &,

5.3.1 7AWV AFEHEMBIT, BEREHETHLTITY
Y/ZA M) TEECREREORBHE &L, 27 7€
LU BGIRER) LY VERE ) VEETEL -2,
[18.3.2% %]

5.3.2 N— 25 A »CDAKIE") ¥ 73 EREA5200cells/ uL A i
DOWERFTIE, 200cells/uL bl E o ERE & T, v A
VAR B OB G E o 720 [17.1.3, 17.1.4%08]

6. ERUHAE
WE . AR O125 LI E 2 DR E35kg Pl Eo/NBIZIE, 1
\1gE(UVEEY ¥ & LT2mg. 7 /KU 757 <
FIFELTmghNmA )7 ErE L T200mesx
) R THIMAEF R UIAEERISEORS T %,

7. BERUHAEICEET 3R

7.1 KENE, HIV-UEISECH L CLHITHBEZIT) DT
HLHzH, MOPHIVEEFH L 2w &, F/2, T4
)Yy ey EHEDOIERE. 7 AV AZEEEL A
LTWwWAII720280RA LT LANVT &,

7.2 KFNZY L) VEERRE. 7/ RKENL TS T3
R7<IVIERER O T A M) YV 25/ T AREHIT
Hbe TNOLOWSNIZTF /RN YyTFaFi Ly~
VIR A ST A LI L 2w &,

7.3 XHFEG5H%. 2L T7F=o 275 2 AH30mL/minA
WAL L2aid, 5GohiksEEds2 L, [8.2,
16.6.32M]

8. EELEANIE

8.1 RFNDOMHIZKEL TIE. EHNNDOF A ¥ I A VDR
DIEHE B EI, BELZEZBIRDLEW RHIZ, &k
DOFFIOWCLICHM LFEEZEEZ -7, T2 &,

8.1.1 AANIHIVIEGSE OMIBREIRTII AV En5,
HA R e % & S HIVIRGLE O 2 RE ) 90 % S89E L
Belr HAREMED D B DT RAFG-BIAE O HIRIRILD
ZALIZOWTIE, TRTHYEICHETL 2 &,

8.1.2 AHNOEMHG 2L 5B IZOVWTIE, HEDEZ
ARHTHDL Z &

8.1.3 RFZMEEBYIZHEHRAT LI L, Fo, HHLED
TeR LICHEREE LY, RAEFIELAZD LAz e,

8.1.4 RENIBEAIEH L MEMEAZRI T LD D20,
RAFOTRTOEFZHLBEICREST L L, T2,
RFNCTHEBETIH 2 IO EA 2R 2546, FAilc
HBEICHET B2 &,

8.2 KEIEGHIE, 2 LT F =227 T A% B
WA 2 L, B EOFEL2ERT LI L, &Y
BEERIC, 2 L7 F =02 ) 75 2 AH30mL/minkl 1
ThHbHIEEMRETHI L, T2, RHFHGH L EMH
HRAEEHEICL), BEOREZEERCOBIETLZ L,
[7.3. 9.1.2, 10.2, 16.6.3&H]



8.3 PLHIVIE D LA A% 4T - 72 BH T, e
IEBERESHRE SN TV, TG, RIERIED MTE
L. EFEEO &% S MEENE B REYE (v A ans 7
VAT LAY T Ly 7 A, A4 M XATaT AV,
Za—FVAF AL DL O)E T B RE BN
W32 endb, £72. WERKIEOMBEICECEHDR
P R (FURPRBERE TUEEIE . 258125, F5 v - NL—
JEBERE, 7 P URKRE)BRBT 5 & O®EDH 5 DT,
NS DOFEREFEM L. DRI 2GR R EET
5Tk,

8.4 TA MY HEVHEADHERIIB O TRBEBIII L,
Z OB IE B AT EAVRIEE N TV 5,

9. BENEREZEIHBEFICHETIER

9.1 A6HE - MEEZEDH 5 HEE

9.1.1 RE[RZEZBZLPTVEE
KA ) w7 AE. 3 LWER. 20 EI. 9 - ik
OARSG, BRMUQTIEREFERSOEBE TIE, QTIEEC
L OARERDFEHT 2 BENHDNH S, VILVELY »75mg
T O300mg G-HFIZQTIERE2SFED 5T 5, [10.2,
17.3.1%1]

9.1.2 BHEEREDYR /%8 T58E
VLT F=r )T T ARG v O % FEhid
HZ L, [8.250]

9.1.3 BRUIFF XY 1L A (HBV) B % AL TV B EE

M AF OGS F PR 255123 HoEET L2 &, BRI
B RE AL TR EETIE, AFOHGPIkic X
0. BEUBLEITEDSERT 2 BEN0H 5. FICIAMEN
DA, BIELT ABEN0H 5,

(2) IR R S RER A 21T ) 7 &) Blg 2+, B
WHFRD L NGA I, BT RIS % L) 2 AL
BEEAITH 2 &o VIVE LY ¥ BH MY IR A A SUER
IZBWT, IS0 EETIE, A EFH SR (B
BMEE % &8 OFBHEENFFEHEIEE L) & o
7o [EA &G B33 .3% (18/54%1) . IEFEHEIKYBEH4.9%
(31/63261) 1o [1.Z:H4]

@) ARFI 2%y BE. EIR 2R R 247 7 &,
B % A7) 2 & RFNPIEBRICFRIEAL L 284
FEMRMEEOIA G L 2 2L H 5 DO T, LEIZE LT
PIHBVE O G52 2B+ 52 L, AROBEGHIEIZLY,
BRI EOBALE RN BENDH S, [1.5H]

9.1.4 CRIFFRI AL ABEEEAH# L TV EE
EM 2 IR 2170 2 &, BIg 2+ 127w, B
WHFRD LN A I, BT A P B % EEY) AL
BRI S &, YN LY 8K MG 4 A ER
WCBWT, IN6DBRETIE, FIEEEEEFTR (FHER
HFAERE % &0) ORBEEDSFEHEEEE L) 5o
7o [FEHE G #33.3% (18/5401) . FEE MK B FH4.9%
(31/63251) 1,

9.1.5 WHEINDEFNH 2 BELZOHDEMEKRE
*HJBERE
BEE A0, BRSO SN2 AIE, &5 % h
LT 2% WY RAEEZITI 2, T/ REN T T F
I N7 )VERIE 2 &8 $ 5 BH) O LR IR SR N ORI S8R
IZBWT, BREORT EFRFOENF~—H—D 15
ARARD S, BB OTCEITRIB SN, T2, JTHIVEE
12X BIEFERERD e WHIV- BB E IS L, 7/ R
757 xF 3 R IVEREE S A DA DG Sz
RERERICBWT, BHEEMET L7ERID L0 572,

9.2 BiEEEETRE

9.2.1 EEOEBHEESDH 58
IAMN) Y EYOMAPEEDSEAT S, [16.6.350H]

9.5 1FiF

9.5.1 IR IR L CW AR DO H 5 i, G
FOHREAEREEE FE S LS DA D AR
53552k, 8t (FIVICBWTT /R LDIER
NOBATHHRE SN T2,

9.5.2 IR K IR BII ORI AR 235 Lo & &,
WER L L, VLYY v O EERTARD 5
NTwb, [16.6.42E]

9.6 RILF
I AWM SEDL T L, B, HIVIERELEERE X, 4
WBOHIVES % BT 5720, FLUBICHIALZ 52w L
BNLEF LV, F/HRELVERZAM) YYD ML
TANOBITPHEEIN TRV, T/ KREL 757«
>3 rFoe FAHNOBITEIAHTH S, /2, Y VE
Y id, BER(T v b)) THITFRABITTAZ L
MEENTVDLY, e MUT~NOBITIIAHTH 5,
9.7 hR
ERHARER, e, FUR, YIRS U128 Al A E
35kg ATl D/NBE R G & LR SRERITE L TV v,
9.8 =#EE
HBEOREAXEE L 200 EEIHRGTLI L, — &I
JF. BROUDHEEEMET L TWw5 2 E0% v,

10. ¥HEEHA

JIVEEY »id, EIZCYPSAIC K W &b,
FORENVRLIA MY O E I, RERMIEAE L GEE)
B 70 PRAIAE A2 X ) Bl S B

FIREN TIT72F3 Nk, #T7TY A, CYP3A
T UOPHEEHOEETH 5,
101 FRAZR(BFALAEVC L)

& sk

% 3k

% sk

HHI 45 BRAHELR - #5184 | W% - a7
V77 ELY? YLV EEY) YRR S DK O
DAV T/ REN 757 | CYPSAFEMTIZ
N7y TF Y F I FomHE L., JrvELy
a7Tq4 v FEAET L. KA~ o R S
(2.2, 16.72ZM] | O RPMEET 2 | Nb, Thb O
BEnhrdH b, H O PHESR 355 E

DA R
T7L =
T/ IN)VEY—)b
Tz ) IN— L&

W2 = N 2
TLETTF U,
S A N 2

TJz=rMf -7

T/ N)VE Y — )b
v h—=)VD/
E/F. HET L
Sy Vg

RKAT 2= A~
KA AV

[2.220]

YAV Z AN
T —=%
[2.220]

tAfau it F
1)V 7 (St.John's
Wort, > b -
Ta—rv A —
M) E&F i
[2.220]

Ve R
T /REN TTT
I FOMAE
ESKT L. AH
DR R WEGT 5
BT H 5,

HIZEy., 7 /5%
v 77 7xF3
I o I 4% i B2 A%
KT 5sBZ20D
Hbo

IVHNLVY IR
LAY T
AR T=T
T4 TR
Irag7 =7
77 MK
N
F T A
[2.220]

FEH Ry S
(&H¥G) (B
Fe G2 <)

TN RO A
[2.2207]

JLVEE Y ol
FHEREE DMK L
e IRDXIE R |
TOELBENDND 5,

I 0FEF O
CYP3AFHEER 2
Lh, yrrry
v O HRAL S
N5,




TAEY VT
YITTI— )
y vy
TNRT T =)
1)y b
IYRAT T =)
IF T L
RITIH 7

< VR
Tr¥xxT
TAEY ¥R
)TIY T
VTR
Fx7EY) v
[2.2, 16.7.25H]

A5 BEARHEIR - #EE | By - falRE T
T bhrECTHI VMV EEY ol | HNOpH S IC &
EH FEESMET L. |D. YvEE) ¥

T AT =V | KA O FEAWEG | OB T T 5,

FATT=, | TEBENDED S,

FAT T

FUITTI=)
yhrTa s

10.2 GERZEE (AL

EBTBRL)

AT S4B DL R
TIG4 52 &,

RN 455 BRARREIR - $EE A | W - ek
Ho3lE i1 YL yollit | SN OpH EEIZ &
TTEFTUY RESMMET L, K|, YVELE Y ¥
VAFYU Y H ORI | ORI T %,
—FT LBENDDH D, Z
F=FT Y o oEAFNE, R
[16.7.2&] F¥% 5- 0> 1 28 [ LA
R4 R DL
BIEET L2 L,
il e 1) YLEYY voll
B IR KERAL T IV | vh i AR L
3L | RF DR R LSRG
WHEREES VY | THEBZNDD D,
N NS DAL,
RHN % G- 21 [ LL

VA ANV Qs hear iV

DV Y ol

Ih s 0EH O

[16.7.2&H]

EQERT Y 52 &
b kbo

v RS R T 5 | CYPSAEERIC

TyAUYA Ly |fErHE, 4L, VrEEy
Bl LTTryAn | yofRErHE
~A Y ERER | N,
?5:&0

A RO AR K oI | BT R

Ty ruariv
NI 7l
By ruar)
NV sae

NS OEH., T
JARE NI A
NUIZ AV
RS EA L

PRANE ~ 0> e Bh iy
IS LD FE S
HEHEGHT 5
Yot PR O

[9.1.1, 17.3.1%
]

JVEE BERR WM T | BT LD PR
LBENWEH D, | EET D,
QTEEA#RE I T |QTEE., LEM|)IVELYY) »75mg
Z e TCw | B (Torsade de | & 0V300mg#% G-k
% 3EH Pointes#% & &) | ICQTEEDFED &
Tty uar BT L2BENDS | NTWV5D,
VEA=EDIVE - H5o

HHEE AT B %
#l
[8.2, 11.1.1%
I’

INLOHEAED
BER T B 2 &
WEFE L,

INLDIHEHE D
BEHC & 0 a4
mENERT LB

INDH 5o

1. BER

ROBWER RS b DI LD DLDT, BEr 412
T, BEDED L NLAIIEEG E Rk d 5 7% &

Pl LiEE AT 2
1.1 EXLKEMER

kO

1.1.1 EEOBHEERES CHERH)
SVEREE, B e, BIRMEE, 7y v o= —EfE
B OARAIEEE, MR R (EEEED) . TR
FIESOEEOBREMENDH S bNLE I DD D,
IRMAEIC BE DO SN a1E, 52 h1kd %

% EWY) BB EAT) T Lo FFICEREEEOREN S
LHRBERLEHEO D HEBIDRG I NTWE EETITE
BETAZ L, [10.22H]
11.1.2 3LB7 > =2 ARV REIC K 2EEDFFEKX
(BERREF) (BHEEASH)
FLEET ¥ F— 2 A IS A 5EE o 1L B B IRAE TR 3L
BHREHEH (TI ) NI v AT 29 —EOEAME F5
H) DR LN HEIIE. BB ORS  — kT 5 2
o BRI EREOBRNTF 2T AEB BV TRER
T2, F/RELNTIEIA N Y FE RGO
SR B R I E K] O HAR 5303 2o o ff FiEDC
Ty, BELART? S F— AROELAEICL 5HEE
DOFFIER NBIGIT) 25, EI2E < s ShiTwv b,
11.2 ZOOEER

0.5%L I 0. 5% WA
I 59 I 55 0 1
ThIE R #
[\ yanrs FARRR REEM. &R
i [ D537 /% A8
s = AIRIE, FEF | D DW. BRIR | 305 O555
R B ¥ = =
v e | SR FEIE O F
A R W, fEER
TR s, | JESE. MR
BEE | L JEEBA P
HILARE
. NF AT I —
JiT R 1 S i = ¥ L5
FaEya0 A 3895 Mg ZRE. =2
Rl e JfR%
—iz - &4l %
ER OGS
(VARXINH
13. BERE
13.1 L&

IARY Y EYROT /AR EVIGMEENTIC L) — 56
FrEsnsg,

16. EYEIEE

16.1 MeiEE

16.1.1 BERANICH T DEE

TEHER AN ARH) % AR BRI G- L 72 & & O &R O3 E)

BN A= 2 RUIRT 7

F1 BFRABERACKHZBRICHEEROKRELEZOEHRSD
DEEYENREINT X — &

HWENE ST A — 5
861 Comn AUC-

(ng/mL) (ng - h/mL) tmax (h) ti2(h)

S 153 3880 3.50 303
Jreey s (28.4) 22.4)  |[2.00. 6.00]| [16.7, 60.2]

FoREL 75| 22 201 1.50 0.330
JrF3F 48.0) 48.3)  |[0.75. 3.00]|[0.288, 0.438]

o 0 12000 2.00 106
TARUEIES 6 (15.4)  |[0.75. 3.50]| [6.18, 26.7)

FIM(CV), toax, iz * LA R
16.1.2 BEHS
B AE HE AL % B £ (600kcal . M E{27%) & & b (2 HL [
TG L 72 & & ORI OHWENTE/ X T X — 5 & 228,
R2 SEABERACKHERBZICHAREORS L EOEHSD
DENEREINT X — 4

HWFRE ST A — %
9561 Comn AUC-

(ng/mL) (ng - h/mL) tmax (h) tiz(h)

o 121 4 3343 1 200 51.65
Jrveey > 26.1) (36.2) | (4.00, 5.00) | (36.83, 66.88)

FUAEN 75| 198.0 263.6 1.50 0.42
T2FIF 57.7) @2.0) | (1.00. 2.00) | (0.39. 0.49)

| 16086 9603.2 2.00 18.71
TAPUFIES 95) 21.6) | (1.50. 3.00) | (15.05, 25.27)

TG (CVI), tmax, vz HULE (TUSREAE)
16.1.3 HIV-1ZgmE

MmurEey >

PHIVIE I X 2RO 7 WHIV- 1R EHIZ, Y LEE Y &
WHI25mg % 1 H 1A SRR S L 7245 MHERBR O B & v 728
S SE B RERRAT X ) A2 MAER ) L EC ) v oS EIRE/ ST 2



— & (52 ME) % FK3IR T HIV-UESEH BT 2 MmsEhy v e
Y v OBREERITERERN L VEETH 720 GHEAT—%)
%3 HEARAHIV-1BEBEZICHFA2MEFERVILEEY > OEY
ENRE/N T X — 2 HEE fE [55 I AH 3Bk (C209 K U C2155488) (D963 B i
SR

HWBRE T A =% 67961
AUCu Tl (B f %) 2235(851)
(ng - h/mL) L fiE R ] 2096(198~7307]
Co P fiE (R ) 78(35)
(ng/mL) L fif (P 73[2~288]
127% DL E 18 A O /NEHIV-TEGEH 1) W E ¥ ¥ 25mg% 1

H1FEE#EG Lz &0, JIVEYY) L Oy BHE T X — ¥
EFRUTRT . WHEAT—%)

F4 HEANE (12 E18R R HIV-1REEEE (LB (T 5 miEH
JILEE U > DEMEEE/NS X — 4 (C2135ER)
SEMTE T X — 230
AUC 3 (R () 1872(717)
(ng - h/mL)
(ngffnL) S (B ) 80.8(40.4)

@QF/HKEN FZTxFIR/TLIIDEEY
122 H 82 DHIV- 1SR EH A R L LAz VT 7 I E -
QY ATy b - F/KRKEN 7I72F3I RT7TVERE - T4
MY F ¥ CECAF(150 - 150 - 11.2 - 200mg) D4 LA K U4 1T
MEER DN T /KU 7TI72F 3 FOEYHE S
A — & (FHEMSE B REMENT 12 X B HEEM) 2 £512, =AM ¥
5V OIFEWIREINT A —F FRKORT, WEANT—%)
x5 HEAHIV-IBLEBREICE T AMEHRT/ REIL 757 2F3
N DEMENEE/ND X — S HEFE

P— WA (1875 1) TN (128 B 188 i)
S HIV-1e IV
(53961) (2351)
@ ?Pﬁﬁ‘m) 206.4(71.8) 242 8(57.8)
<n§)“£§L> 162.2(51.1) 121.7(46.2)
RT3 (CV%)

%6 HEAHIV-IBERZCEFIMPEFI LIS Z2ECDOEY
BIREINT X — 4

S o (8RR 1) IR (127% DL 1187 %)
5T Ay HIV-1i&deer HIV-1iggeés
i (19%1) (24%)
(ngA_Lfﬁf; D 11714.1(16.6) 14424.4(23.9)
<n§/“‘r§m 2056.3(20.2) 2265.0(22.5)
FME (CV%)
16.2 TRUR

16.2.1 REOXE
HVEREER IS S A & BREE £ (600keal . IRE27%) SIS IR
(800-1000kcal, FEEI50%) & & & (ZHAIRETHG- L7z & & DEIL
GoImEERREE Y, ZERICEIRRS L S 0REE
R L7248 2 RNOR S GHEAT—%)

R7 SHEAEREACFHERBRXIEZRFICERREOKS LA L
EOERTOEMEEICRIFTREOZE

SEMBIRE ST A — 5 DH(%) (90%EHHIX )
30%1 R £y /22 R i/ 22 N R
Conax AUCu Cunax AUCut
I 139 112 207 172
Jreey s (124-156) | (103-123) | (179-239) | (149-199)
FIREN T T 77 145 69 153®
TrFIF (66-92) (133-158) (57-84) (139-169)
©are 76 91 74 88
IAM)VIEY (70-82) (89-93) (70-80) (85-90)
1) AUChst
16.3 9
16.3.1 YILEEU >

I) LEE /@1[@;%%5%9?@14’399 7%(% D, FICTIVT 3
A L7z Un vitroy S ENTE) o

16.3.2 F/KREWN P57 F3IK
7/ RENO e MIEEAK A G vitro)1d. 0.01~25ug/mL
DOHFFATO. 7% KRG TH o720 T/ REN 757253 FDE b
MAFEEREE % (ex vivo)ld. $I80%TH - 72,

16.3.3 TALARMUDHEY
IAMN)TE YO MISEREARE G vitro) 3. 0.02~200
ug/mLO G T4% A TdH - 720

16.4 X538

16.4.1 YILEEU >
In vitroRER T, VLYY YIEEICCYP3AIC L D RE s h
720 9 [16.7.12MR]

16.4.2 ¥/ KEI P57 1F3IK
OS5, KNNEERE O~ 07 7=V 0Oh T 7Y VAR
OO ANV ERXF Y VAT I —BUI L) 7/ FEVITRH
SN, 2ok, 7/ RNV VRSB S e, CYPTHESE
HWABEZ O HEHICBWT, 7 /KN 79 72F3 FiE
CYP3ATH I o sz, [16.7.121]

16.4.3 TLKY ‘/91:“/

LAI\')/&E/L:LI WZHEE S A, AR BliLAL
ZUF R,
16.5 Bt
16.5.1 JILEED >
e A IZMC-Y) )vttu/(«&ﬁl)150mg%$lﬁtl&%l,tk%

e L7248 U BE 0 85% CFH41) 733w, 6.1% CE41MH) 23R H 22 &
X Sz, L R O RZ LR ORI, 2 et m
D25% (FIE) K 1% KM TH - 720 10 GHEANT—%)

16.5.2 ¥/ KEI 757 1xF 3K
BB IZYC-T /R E )V 757 2 F 3 N7~ I)VIREE % Hadk 5
L7z& A, BH5REOAT 2%HFHIZ, 36.2%08 R IZHE S L
720 TOERTIET /) HFENTHY . ﬁqw)%%\ JRH D 86% %
Loz, 2, HEROL A% T/ REN 757 2F3IFEL
TIRAICHRIE SN2 T 7 R EVITEIE T ORERK A 8 & RS
~NOREBIEEOW I X W HE S e, BHEIAT— %)

16.5.3 TLRUD ZE>
fERERAICHC-ZA M) Y Vv ERHES L&, B LRED
#186% 2 SR S L S, 13%IFAEW & LTI E Nz, =
LMY HEYOREWIZ, 3-ANKFY RV TAFLEY— L
TNy ayBIAERTHD, TARNY I L IE, REEA M E
JRANE O REB GO 12 & ) BEHEE S5 2 EAVRIBE T
Wb, BEAT—%)

16.6 HENDEREFT 2 EE

16.6.1 FFigem=ERE

MVILEEY >
R R AERE 2 % (Child-Pugh A 2 7 A, 8FDIZY VEE ) ¥
25mg%1mlilli%’§&5fw; LEDYIVEEL Y ¥ DComax L NAUC2
E HH%%Q‘EIE"#M%% LB L TENEN27% M D AT%E o 726
FRSE T B 45 84 (Child-Pugh A 3 7B, 8fI)IZY VEE Y ¥
25mg%151@1i13$15f L7-& &, IFREREIE B BEBRE & L L <) v
Y ¥ DCmaxl35%H . AUCuIZ5%Em o 720 1V SHEIANT— %)

@5/ FKEN P572F3IK
BEPE T A AR (Child-Pugh 2 2 7A) BF 2B 5, 7/ KEL
797 xF 3 FBmgHEHEGHOT ) REN 7572+ 3I FO
Coac X PAUCIE . FFHEHEIE R #ER G 1O L. 22 N11% K 8%
KTFL. 7/ R ENLVDCuax L FAUCIE, ZNZEN3% N I TI%IET
L7z F72. HEEFHGER % (Child-Pugh 2 2 7B) B& 2B
b, 7/ KRKEN TF7xF 3 FSmgllf 50T /) KL T
57 2F 3 FOCuax e FAUCIE, FFREREIE R HERE 1SR L. Zh
ZN19% K F13% LS L. 7/ R E L DCmax e FAUCIE, 2
N12% 2 US3%ME T L 726
EEFFREBER 2 (Child-Pugh 2 2 7C) BEIZ BT S, 7/ K Y
VT I 7xF I F2OomgiEl 5RO T ) RNV 777 )3
RO Cmax o SAUCHE . FFASBEE# 0B E 12 0h L. ZN255% K%
V46%IE T Ly 7/ R E L DCrmax L FAUCIE. FRZN10% % 08
37T L7zo RIAGEARTHIL L2 & & (FEEIFHEEREE BT K
OV RE IE H WA TIE 2 B N38% M U20%) « FE L ITFhkpE =
BHEOBEEMN GEEER) 7 7R EN 757243 FOCnax LT
AUCIE. FFREREIE RS 126 L, 21 2118% M V6% T L
720 WEANTF—%)

BILbUIREY
IAM)TEEVIRBORE T IZLALS
EEREZ NG E L BRIITEN L TV,

16.6.2 BEUFF R A L ARV /RIZCRIFFR Y 1 N A EHE BB E

NMUILEEY >
S B RERRAT DA% . BEIFF 257 A 0V AT U8/ AL CRIUT %
7 A VA EHIV-10EHEEGEEOMEETR ) VELY) ¥ DAUCH
T OSColzy BRIRIGICRIE L 72 B 8 e o 72e (MEIANT— %)

16.6.3 %‘%EBFE%%

NMUILEEY >
NIVEE) v OBFHEIMIRENTH 5720, HHkE WEEH AR
L7238 BRI ER L T v, VIV E YY) VIR EEE SR NS
EMS . MENTRIEBLENTIZ X 0 R S i gethid kv, B0

@ F/KEN P5TF3IR
HEEEEEERE[ 7 LT F =27 F > A (Cler)»%15mL/
minPl E30mL/minsf{i. EHT AT B OVE B AL IE & R
(CLer90mL/minBh ) I2F /AR EV 757 =+ 3 F25mgk Hilal#k
Lz Fr /KE)LV 75723 NIRRT/ RELOEYH)
X T A =5 % RKITRT . WHEAT—4) [7.3. 8.25H]

ZF iz, IR



xR BERARVEEBHEERESEZICT/AENL 75371753
N25mgZ BRI E L& & nmiEhs /REWN 7537 1F3IFR
VT / REIOEYEIRE/NT X — &

I e B sy | D FETIIOM (%)
T A ‘ TERERN Bk A (90% (E X [4])
T/RENVT T T72F IR
% 13 14
) 179.43
Cumax (ng/mL) 198.8(62.1) 363.7(65.7) (123.73. 260.20)
. 191.89
AUC«(ng - hr/mL)| 267.3(49.2) 513.2(47.3) (137.81. 267.18)
ti2(h) 0.53(22.8) 0.75(51.8) -
T/ RENV
%k 13 14
279.31
Crmax (ng/mL) 9.5(36.5) 26.4(32.4) (231.48. 337.02)
573.76
AUC«(ng - hr/mL)| 342.6(27.2) 2073.8(47.1) (457.21. 720.01)
ti2(h) 51.28(12.2) 56.53(19.6) -
P (CV%)
KEH -

@BITLbUEEY
BRERERE E R I DA M) Y Y B L 200mg R ARG L2k X0
HIEHE/ ST A — ¥ % FITIRT,
7B 51 5WEM DU BAA L 72 3 o0 My & AT (I i i &
400mL/min. BT E600mL/min) 12 & Y %58 D K30%H3
Fahrz, BHEAT—%) [7.3, 8.2, 9.2.1&H]

X9 BMSEEREEZCHITBIILNI D 42E CHH (200mg) DEE
BEROENERE/NT XA — 4

EracRiifo)

CLe . wo AUC CL/F Clua
(mL/min) PV %Jﬂ‘? (ug/mL)  (gg-h/mL) (mL/min) (mL/min)
580 6 10721 2.2%06 118220  302:9 21332890
50-80 6 50.8%65 3.8£0.9 19.9%1.1  168%10 121.4%39.0
30-49 6 40.9+5.1 3.2+0.6 25.1+57  138+28 68.6+32.1
<3 5 29453 28+0.7 337421  99+6  29.5+11.4
BT D
;};;i;iﬁ 8.8+14 28+05 53.2¢00  64+12 -
<30
SEIE + A 2
FE -

16.6.4 1117, ERADHRE
IR OHIV-1E G B (1660) 12, ) )V ) »25mg# 1 H 1A
G- Lz &, VILEEY) ¥ DOCraxs AUConz Cminld, HIER
(6~12:8 ; 1161) & Il L T2 2121%. 29% K UN35%i% 4 L
AR R (1361) Tld. ZN2N20%. 31% K U42%i 4 L7z (b
EAT7T—%) [9.5.28K]

16.7 EMHEEIEA

16.7.1 /In vitroRBR B #E

MviEEy >
MATE-2KIZA 4 % ILEMEM (ICsfi : 0.05uMA) %75~ L7z
[16.4.1518]

@F/HKEN 75T 1F3INR
P-gp. BCRP. OATPIB1JX *OATPIB3DIETH b, F72. T
J R EVIZOATL. OAT3R UO'MRPADIEETH Y . OATUIH T
5 PHELEH (ICsofil 1 29.3uM) #7R L 720 [16.4.22:H4]

16.7.2 BERRFXE
RAOENE % GHT HEAEPFHELZRG L& 0, K
DI AL FE DI BE~ DR ® F10~151277 T,
[10.1. 10.2%M]

K10 HERAEBRSEOUILEEY > (JIVEE Y > 8EI150mg 181

% 5) DENENRE/NT X — 2 DL

YVEEY) OENEET A= Ol
e EREONE | fik D P/ 3 A -5 (%) (90% (51X B
Co AUC Con
E)yy 100mg ol 100 100 100
1A1E (90-110) | (95-106) | (92-109)
340 Y7 | 30mg
! : 5 9% 101 %
gy 7MER | HIE 516 ) @y | @ | (1)
FUFEN) M | 80mg/100mg |, 179 230 278
e 1H1E (15620 | (198-267) | (239-324)
oEFEL ) b 400- 100mg 5 129 152 174
FEVELH 1H2m (18-140) | (136-170) | (146-208)
IVFIIEN | d00mg » 112 112 103
1H2m (104-120) | (105-119) | (96-112)
V77 TFY N0mg et 6 54 51
1H1E (58-74) (50-59) (48-54)
V777%v0 | 300mg 018 69 58 52
1H1E (62-76) (50-65) (46-50)
V777 | 300mg _— 143 116 9
1A 1 ! (130-156)7 | (106-126) | (85-101)

UVEEY Y ORYBEST A= Dl
S HEoRE | Bk B P/ At - (%) (90%(E X R)
Crnax AUC Crin
TTEFVY YVEEY B % o
RGLEME | 23~ ; o -
40mg 1 (84-116) (78-107)
T7EFVY YIVEEY L] 5 o
B 25T 2~23 ; g -
40mg 1H (12-19) (20-28)
TTEFVY YIVEEY VB 191 113
TG AR 23~24 - i -
40mg 1A (106-139) (101-127)
V77 VEYY | 600mg S 31 2 1
1AM (27-36) (18-23) (10-13)
Fhary-y 400mg l4~15 130 149 176
1AM (113-148) (131-170) (157-197)
FAT T =N 20mg 15~16 60 60 67
1AL (48-73) (51-71) (58-78)
T 73/ 7| 500mg 16 109 116 126
v 10 (101-118) (110-122) (116-133)
T MVARSF 2| 40mg 16 91 90 90
1AM (79-106) (81-99) (84-96)
7V Eg Y| 500mg 16 117 125 118
1fal (108-127) (116-135) (109-128)
YVFFTAV | H0mg 6 9% 9% 104
1 (85-99) (92-105) | (98-109)
YATLEN 150mg 91~23 104 112 125
JRERLE (95-113) (105-119) (116-135)
LIYSAEN -V | 90+ 400mg 14 97 102 112
FATENVEAA | TH1E (88-107) (94-111) (103-121)
VERATEN 400mg 17 105 106 99
1A1MA ! (97-115) (102-109) (94-104)
AREEH -

a) ) VE YY) yEHI25mg 1 H 1E% 51

b) UL E Y ¥ 8IS 0mg 1H 15

QN NEEY VKIS mgR BH L LTS Lk X Lo

AU NE LYY v 8EIT5mg 1H 1SR

e UNEYY VR - 7/ AL VY TOR YV TIVERE c AR VS
Y ERAH(25 - 300 - 200mg) 1 H 1l 5

£11 UIEED CHE (150mg 181E) #H5EOHAROEYENRE
INTX—BDLE
PEHEOEMHE T A -5 Ol
J B EEORE | K D FE /B Al 5 (%) (90%(E X F)
o AUC Cain
VEIvy 400mg 8 9% 112 -
1H 10 (80-114) (99-127)
F/REN YU T | 300mg
! ' N 119 123 124
Ry TIE 1A 161 0613 | (16130 | (110-138)
FFem FVFEn/) b
FEN s 9 89 89
800mg/100mg (81-100) (81-99) (68-116)
1E1[H
o¥+EN oEFEL -
MEVRET | 9% 99 89
400 - 100mg 7 (88-105) (89-110) (73-108)
1H2I
SNFIIELY | d0mg ” 110 109 127
1H2Jl (77-158) (81-147) (101-160)
V77TFY 300mg 1617 103 103 101
1H 1 (93-114) (97-109) (94-109)
)77 vEYY | 600mg 516 102 99 ~
1H1 (93-112) (92-107)
rhady=n | 400mg 1 8 76 34
1H 10 (80-90) (70-82) (25-46)
FATIS= | 20mg . 86 86 -
1A 11 7 (68-109) (76-97)
TEPTI/ 72| 500mg " 97 92 ~
v 15 (86-110) (85-99)
IFZNVIANT | ZFZNVIALT
JE=Y A= vx
. 117 114 109
FATRYREH | 14~17 . - .
0.0% - Img (106-130) | (110-119) | (103-116)
LH1E
JVIFATFULY | TFZ)VIANT
JF=l- /L
B 9 89 9
FATUYREH | 14~17 " ¥ o)
0.03 - Img (83-106) (84-94) (90-108)
LH1E
TIVARSFY | d0mg " 13 104 8
1H1 (108-168) (97-112) (69-103)




BEHEOSEMEE T A= DL
e EREoNE | fiK DR/ LA (%) (90% (EHBIX )
Cone AUC Con
JavsEEy | 5img N % 103 ]
1 (85-113) (95-113)
YVTFF T4 | 50mg 15~16 93 97 _
1 (80-108) | (87-108)
_ s o
R gz):%o/mg ] A I M
1H1E 0
S exoflzo/mg 3| i 7
i~ (78-97) (74-96) (67-92)
AhAVISY | g50mg 2 102 % )
1 ©-1100 | (©4-104)
SATLEM | 150mg weg | 10 106 %
1R 1 ©-126) | (@19 | (83111
LYRREM | LYRREL - 101 108 116
FATE VLT @107 | (0-115) | (108-15)?
JHATE L ?%‘I‘é)omg , 105 110 )
(©3-120) | (101-120)
JEATENOE 106 115 118
feae Q011D | (1-119) | (113-124)
JEATEMN | UEATEL 121 109 )
0mg g | e | e
vz | LA 106 101 )
Ree (99-114) (97-104)
SECOM 0.5mg . 106 % .
1 A2 o | 93100
FEM —

a) ) IVE ) YEFHI75mg 1 H 1A S
b) VIVE YY) L EIEI25mg 1 H 1R5%5-F
OVNEE) VR - 7/ REN Yy TaR v Vvl T ) v
YU EAH] (25 - 300 - 200mg) 1 H 1A% 55

d) Com
x12 HRARBREEROT/KREIL 757 173 NOEYBRE/NT X
— 4Dtk
F kY 7/ RKEN 7972+ 3 ROERH
_— _— - VTS . AT A-50O1
e BERSROME | 55 | PV e a0 () (0% IR
FOME Coes AUC Cai
AVATEE Y | 300mg 2%5mg % 43 4 -
1H2M 1] (36-51) | (40-51)
TIFFEL | TSFFEL/ | 0mg
) RFEN 11 1 177 191 ~
300mg/100mg (128-244) | (155-235)
1H1E
I¥YA¥ 9 b | 150mg 8mg 1 23 265 ~
1H1E 1H1E (220-365) | (229-307)
Vel FIF el - 3| Bmg
CYAY Y
/ﬁ\ﬁ/[J 5y M| 1TH1[A I 93 o8 ) )
800 - 150mg (72-121) | (80-119)
1H1E
FhF+En/Y | 10mg
bFEL 11l 10 142 106 -
800mg/100mg (96-209) | (84-135)
1H1E
FVF75EL | 50mg 10mg 10 124 119 ~
LH1E 10 (88-174) | (96-148)
I77EL Y | 600mg 40mg 1 78 86 _
1H1E 1H1E (58-105) | (72-102)
OEFEL - 800 200mg | 10mg 10 219 147 ~
MFEVESH | 1HIE 1l (172-219) | (117-185)
YVEEY Y | 5mg 2%5mg 2 101 101 ~
1H1E 1H1E (84-122) | (94-110)
R 2 ) 50mg 10mg 19 100 9% B
| 1H1EY (86-116) | (89-103)
VARATEN - | 400 100mg 10mg %0 o7
S8 s b) -
o FALN | 1HIE LA A agon | g0
BLAH

R

P _
Q)T /AREN TI72FIRTINVENE - A M) vy URAH (28 - 200mg) &

ilavar e

b)TIVET I - ACTAY v b - T /RN TITT72FINTVERE - =
LMY T HECEAH (150 - 150 - 11.2 - 200mg) & FV: 7o Mt

*13 F/AREN P57 FIRTVIIEBERE, TIIEFTS5E
e AEYZABY N« F/HKEN P5T1FIR - TALAMNIDEE
CEARXIEET/REIN P57 1FIN - TLNI D ZE AR

BREEOGHAROEYEENI X —42D

7 RE BEMEOENMEE T A =S Ol
V4 it /R HLE: (O 04 1=
(R RO ;Ll:l P D i/ B G (%) (90%(EHRIX M)
FoRE Crnax AUC Crin
HVNTEL Y | 300mg 25mg % 70 7 _
LH2[E 10 (65-74) (74-81)
TyHEFEN T4 HFFEN/ | 10mg
) MFEN 1] 10 % 9 100
300mg/100mg (89-107) | (96-101) | (96-104)
LH1
JEYAY v+ | 150mg 25mg 1 106 109 m
LH1E TH1E (100-112) | (103-115) | (98-125)
FVFEN FVFEN - 3| 2Bmg
53 W i a)
2\%7\7/%@& TH1H ” 102 9 o7
300 - 150mg (96-109) | (92-107) | (82-115)
1H1H
FV+E¥n/) | 10mg
MFEV 10 10 9 101 113
800mg/100mg (91-108) | (96-106) | (95-134)
LH1E
FVT777EN | 50mg 10mg 0 87 % 9%
LH1E 10} (79-96) (93-103) | (88-103)
oEFEL o¥+ el - | 10mg
FFEVEAR | 1R 10 100 100 9%
800 - 200mg (95-106) | (92-109) | (85-112)
LH1E
NEAAVEN 2.5mg 25mg 18 102 112 _
1 LH1E (92-113) | (103-122)
Img 25mg 18 9 108 B
1IalE#RA JEE (89-111) | (104-114)
JVEEY 25mg 25mg 2 93 101 113
1H1E TH1A (87-99) (96-106) | (104-123)
TV hTY Y 50mg 10mg 20 114 109 _
1 LH1EY (94-138) | (90-132)
Velpatasvir (I | 100mg 10mg 130 150 160
KA LH1E IR (117-145) | (135-166) | (144-178)
VRATEN 400mg 9 123 137 B
LH1E (107-142) | (124-152)
VRATEND 129 148 158
TR (125-133) | (143-153) | (152-165)
AREH -

)7/ REN 7T T7F I N7 NVERE - T ANV EUELAHI(2S - 200mg) F

FA7oAgET

b)TVEFZ I - ATV AF Y b - F/REN TI72F IR TG =
AN CVECEAF(150 - 150 - 11.2 - 200mg) & Fl v 728t

K14 HAEREHROILN Y Z2EC OEPHENS A —2D1

IAN) YT E Y OEMBFE T A~

TARY yol
LS o | > 5’; 7| BV s R (%) (0% B X )
T
. Coas AUC Cos
7/ RENV TV | 300mg 200mg
: 9% 107 120
7%y V77 |1H1E 1H10 17 7 ' .
VEE T T (87-106) | (100-114) | (112-129)
AvYFEL | 800mg 200mg 12 92 101 -
1 1 (82-104) | (94-109)
Fo VTV 40mg 200mg 6 104 102 _
11 11 (94-116) | (94-111)
o i(é)gﬁ fOEO‘fﬁ a (90%04) '93%01) (88?(1504)
THE 7HM !
FFEN FLFEN - 3 | 200mg
./k?%/uwy M | 1ALEP y | » a
800 - 150mg (102-124) | (17-131) | (124-138)
1H1E
I77ELYY | 600mg 200mg I 90 92 92
1H 1 1H1ME 81-99) | (87-96) | (86-98)
V7)Y | 50mg 200mg 19 90 84 94
11 1HLEY (82-98) | (81-88) | (90-99)
VAHATED - [400-100mg | 200mg
RS ) 102 101 102
e R TR 200 (g106) | o108 | (o7-100)
y7u)hA | 0.05mg/kg 200mg ” 89 % 103
1H2M MR (83-95) | (91-99) | (96-110)
77 AY 7 0BYE | 500mg 200mg 12 90 93 B
W 1 B (80-101) | (87-99)
KA -




Q)7 /REN TITT7xFIRTVEE - A M) V5 EVEAH(28 - 200mg) &
iRV )

b)TVEFZFE)N - A¥T ALYy b - F/RE)N TI72F IR T7IVEHE - =
LNV HEVEAFI50 - 150 - 11.2 - 200mg) & v 72 kst
OILAN)YFEY - F/REN UV TUF VT IVERERLEH] (200 - 300mg) %
VAT

R15 ILMNIDHECRRIRSEOHAEOEYERE/NT X — 5D

Tay BEREOEMIE T 5~ 5 Ol
BEFIsE BEORE | vrvy | pg | R RETEE (%) (90%EHIX )
ORE Coae AUC Cuin
7/ KEV V| 300mg 200mg
! . 103 100 102
Zgg VT ;E;Q” }E;Q‘[ T @y | @100 | ©2-113)
L£YIFEL | 800mg Wmg | |, 9% 102 B
1 10 (84-113) | (89-117)
FZV7Yy | domg Nmg | 105 109 B
)E| 10 (95-116) | (83-144)
VAN 300mg 200mg
LH2A i I (105}338 (101}?20) <89??09>
THM TH )| (105
FE o~
17. BREREZIR

17.1 BHHRVORLMICET 255

17.1.1 FIHIVERIC K 2 5ERBRA H Y. HEREBA6 BRI EY
JWZZWICTWHEI S h, POFHOFHRSICH T 2L KL
HIV-1E R BEE R E L 2B ERR B (55 IbfARER) : GS-
US-366-12165%88
JIVEE) Y (RPV) - F/hRE L Yy 7Faxd V7 < Vgl
(TDF) - =4 F) ¥ % €Y (FTC)BEAEHIZ L AHHIVEIZ L Y
67 AU EFRL T AV AZWIZHHEI S, 2oRFOFR
T A R WHIV-1EgEE 2R e L. RANZY
BRI OH R O E &M E a3 572912, RPV - TDF -
FTCRAHI OfkGere 5 Gikfedk 5-#F) & xR & L7z (At & E
Melb 478 ) kB 2 0 L 720 4SHBF ORI E1IO L B

DTh Y, Whiedz 5125 2 KA O IELHEARGE S L7z [HER %
(95.001%CID) : -0.3(-4.2-3.7)%]o ¥
K1 ABEEFOEEFRRIEDBIE (GS-US-366-1216558)
ARH Rk foede -
BIEL (%) 3164 31361
7 AV AER) R o o
HIV-1 RNA = <50copies/mL 296(93.7%) 294(93.9%)
7 AV A S 2(0.6%) 0

1) % 512488 o 114 P HIV-1 RNA i A%50copies/mL U DFEG] . iH#DH
ORI OIRIGIZ & ) BNk L7ER, FEFRR, B, EREOX
WIS DA OB Tk L2 0 ) B, kRO MR HIV-1 RNA
H7%50copies/mLEL 1T & - 72 EHI
3166012061 (6. 3%) (ZEIWEH AR H 7z, EAREIVER X
B1(0.9%) . HEL260(0.6%) TH - 720

1712rHN%k;6 AEEERN H V). HEREEREI6 B EY A
WZZMICIME Eh, P OXBFOFEMRSICHT BTN 0
HIV-1REBEEWR E U BHERRER (BB bMEKER) : GS-
US-366-11605%58
77 Ly (EFV) - TDF - FTCE A (EIPRARAR) 12 & 25T
HIVEEIZ X D 6r AU EE L T A )V AW Hl S, oA
FIOF RT3 T B A % WHIV-1 g %z%ﬁ%& L. &
FNZE) Y B 2 72O BRI R O e % Bat§ % 72012, EFV -
TDF - FTCE &I Ofikifet 5 (ks 5-5F) & /i & L 7221k
T EMEATEE R L RGAER A SN L 7z 48R O BRIR R 12 2200
EBOTH Y. MBS 0T 2 AKFI O IELMEDHIRGE S 7z [
32 (95.001%CI) : -2.0(-5.9-1.8)%],

®2 ABEBFORRREOBIE (GS-US-366-116055%)

NGRS

ARFIEE R 5-HE
BI% (%) 43361 43781
AV AR R .
HIV-1 RNA% <50copies/mL 394(90.0%) 402(92.0%)
7 AV A S 5(1.1%) 4(0.9%)
V) ¥ 5- A8 Y GDJI[L’E’@PHIV 1 RNAH 7§>5OCop1es/mLLJ\J:0)F1§IJ bEL IR S
DRI ORIGN & 0 BN AR L7ER], AEFGR, BT, BEEOXK

zznxz;waszsswmﬂmfnmLtmm5 2R nmtamnnaﬁq:qu RNA
1 7%50copies/mLEL 1T & - 7= fEHI

438%1m156%51 (12.8%) \ZEIMEH 255880 & iz TR EITER X
FETH(1.6%) . BERE661(1.4%) . AHRGESHI(1.1%) .
(0.9%) . Fa 728451 (0.9%) TH - 72,

17.1.3 FHIVEIC X 2EEERISBOHIV-IBRBREEH{RELE
RPVEFREI DB EEARRER (55 M HRER) : C2095:5% (ECHOR
E&) RU'C21558% (THRIVEER)

PUHIVHEIC X 2 GBS 2 WHIV-1Ege B 2 5t % & L, RPV
25mg & U%‘E B (BR) O1H 1% 5- 0 A% K 0% & % et
T 572912, EFV 600mg/t O'BRO1H 1a# 5% 6 17 & L 72 IefF
B MO AT R ) R % 25 B L 720 BB OBRI

ECHO#EIZTDF/FTC. THRIVE#ErIZTDF/FTC. ABC/3TC
VAFAZT/3TCE L7z 485EB ORISR IIFIDEBY THY |

iEtEs & b, EFV +BRIZA T ARPV + BROIEL VA HEE S 7z

N
THI451

[#EH 72 (95%CI) * ECHO#MS% : 0.1(-5.5-5.7)%. THRIVEG
B%53.9(-1.6-9.5)%]c F7z. #MHEFNIBT 2HHE (ECHOR
BB O'THRIVERER O B & f#HT) % 4R T, 19 [5.1, 5.3.2%
]

K3 ABEBFOERARMEDEE

ECHOR B THRIVE#ER
RPVHTDE/ | EFV +TDF/ | ppy L BReE | BFV +BRE:

FTCE FTCE 3400 33810
BI%L (%) 346151 3441
AV AEERE)
D 287 285 291 276
HIV-1 RNAZ| (82.9%) (82.8%) (85.6%) (81.7%)
< 50copies/mL
oAV AN 38 15 24 18
) (11.0%) (4.4%) (7.1%) (5.3%)

7#1) TLOVR : HIV-1 RNA# <50copies/mLA%2[##5: L Tl 5 48 £ T
*‘f'{}L

12) ™7 A OV ARG (2[R THIV-1 RNA# <50copies/mLATED & 1L,
Z D483 F TIZ2MHHE THIV-1 RNA R =50copies/mLASE0 57284

) x4 v AR IR (4858 F TIZ 20 L 72 HIV-1 RNA® <

50copies/mLASERD &N a b o 72 BH) &

F4 N—2T4 CHIV-1 RNAERI. N—25 1 > CDAfEM >/ Bk

. 48ERED A IV ZZEIFHREEY (HIV-1 RNAE <50copies/mL)
RO A IV R 2R BB
RPV + BR# EFV + BRF
63611 68201
~N—2Z 74 YHIV-1 RNA# (copies/mL) 5l 7 £ )V A Z %) R
90.2% 83.6%
=100,000 (332/368/1) (276/330f1)
77.4% 31.0%
>100,000 (246/31851) (285/352f1)
=25 4 YHIV-1 RNA{# (copies/mL) Bl 7 A )V A 2 Jfik
3.8% 3.3%
<100,000 (14/368%1) (11/3301)
15.1% 6.3%
>100,000 (48/318151) (22/352151)
N— 25 A > CDARFIEY > 738k E (cells/uL) Bl ™7 A IV A% 5
0 58.8% 80.6%
(20/34151) (29/3611)
80.4% 81.7%
=50, <200 (156/1941) (143/175%1)
86.9% 82.4%
=200, <350 (272/313f1) (253/307f1)
90.3% 82.9%
=350 (130/144/81) (136/1641)
N— 2T A~ CD4BPEY > 2 SERER (cells/uL) B A V A% Sl
17.6% 2.8%
<50 (6/34%1) (1/36f1)
13.9% 8.0%
=50, <200 (27/194f1) (14/175151)
6.7% 4.6%
=200, <350 (21/3131) (14/30781)
5.6% 2.4%
=350 (8/144f1) (4/164%1)

##1) TLOVR : HIV-1 RNAi <50copies/mLA%2[Al#i#E L €72 & 148A F T
i
TE2) 7 AV A B FEERB] (28] #5 CHIV-1 RNAR <50copies/mLAYED 5L,
ZD1%488 F TIZ2[A5HE K THIV-1 RNAH =50copies/mLATE® & 1172
H) AT AV A ER IR (4838 F T2 20 e L 72 HIV-1 RNA#®R <
50copies/mLATED 5L h o 12 B#H) % &t
17.1.4 HHIVEIC L 3 8EZRI H Y. HBREKE6r ALY 1
JIVZZWICHEI SO, P OIFRERYEGETEREERICKL 5/8%E
BHEOVHIV-1BEEBREE2 TR E LU ZRPVEFRA OB EERR
EX (BB FREABR) © GS-US-264-0106545%
TaF 7 —YHEEHR. U b EIL N U2 R o8 G B
EHPEA G L APHIVIEEIC L D6 AL EFHEL T AL
AEEAPZINE] S I, DO IEENGR SR TR R T E AN X 2GR
M WHIV-1EGEE AR5 E L, RPV - TDF - FTCRA#I1Z
Yy B2 -BoFE R O ZEEE BT 572012, Tar 7 —
YIHEA, ) bV KO 2] OB T ¥ s G 3 B 55 A o ik fit
G- (kfed 5-5F) & kB & U 72 M0 A LIE B 00478 i Mt Bk
BERE L 720 24 MR ORIRBARIZESD L BY TH Y fHikbitx 5
12k ARPV - TDF - FTCELAHFI O IELVEDIRRE S 47z [HE 2
(95%CI) :3.8(-1.6-9.1)%l. ' [5.1, 5.3.2%:H]

x5 24BRFOERKRBREDBIE (GS-US-264-010655%)

RPV/TDF/FTCH kAT
% (%) 31761 15961
AV AER )R 297 143
HIV-1 RNA &t <50copies/mL (93.7%) (89.9%)
AV AR R 3 8
(0.9%) (5.0%)
) 2438 IZHIV-1 RNA A 50copies/mLEL EOREG], (G E D KA L D

BRIk L7 HERD m)’%ﬂﬂ%@kﬁﬂu’/*ﬂ)fimfﬂ%ﬁ%‘:P I L7 9
5. RO MEEHHIV-1 RNA®RA50copies/mLEL . Td - 72 fEH]



17.1.5 MHIVEIC L 2 BERRIEVHIV-1BEBREZHR E
UFTC/TAFEERA OB EE KRR (B LHEKER) : GS-
US-292-01045E%

BUHIVIE I X 2 BRI 2 WHIV- 1R B 20 % & L, T
Y5FZ7SENV(E) - a3 A%y +(C) - FTC(F) - TAF (5 / 7
v 797 xF 3 F)REFIOARRER OE e E T 57290
12, E-C+F - TDFREHI &5 & U7 e 2 AL = E E e A7
M ek Er % 2 L 720 A8 DR AL IZFR6D L B TH Y |
E/C/F/TDF2k$ 5E/C/F/TAFDIELVEDHEE & 7z [BER 2
(95.002%CID) :1.0(-2.6-4.5)%1, ¥

6 48EBFDERARMIEDBIE (GS-US-292-01045{58%)

E/C/F/TAF# E/C/F/TDF#
B4 (%) 43531 432451
7 AV AR 405 399
HIV-1 RNA i <50copies/mL (93.1%) (92.4%)
PRSI PN G 13 11
(3.0%) (2.5%)

TE) 488 KE o [MAEHHIV-1 RNA = A350copies/mLEL EDFER], {EHERDF D KA
SUXIREIIC & 0 BNk LR, AEER, B, BIESEOKNT
EIRES LS OB CRIE L 72RO ) B RO M RHIV-1 RNARAS
50copies/mLEL_L T - 7= il
E/C/F/TAFBIZB\T43561H18261 (41.8%) I HITEM A0 S
720 ERBEIWEINE, ELO4961(11.3%) . THI3THI(8.5%) . BEH28%1
(6.4%) 95552411 (5.5%) « iFEIED F1461(3.2%) TH o720

17.1.6 MHIVEIC L 2 BAERRIEVHIV-1BEBREZHR E
UFTC/TAFE R HA OB EE KRR (B L HKER) : GS-
US-292-01115XE%

PLHIVHIZ X 2 GHBRERD  WHIV-1& G EE R e L, E -

C - F - TAFRAH OEMMER Vet 4 572012, E -

C - F - TDFEAH Z I8 & L 72 4R 2L 5 B ARG AT 1 R e
R A EM L 72, 4SAOBREEIIETOLBY TH Y, E/
C/F/TDFIZ/$ BE/C/F/TAF D IELHVEAMGEE & A7z [BER 2
(95.002%CI) : 3.1(-1.0-7.1)%]1, *®

K7 ASBEEFOBERREDEE (GS-US-292-01113KE8)

E/C/F/TAF#: E/C/F/TDF#E
B1% (%) 43111 435451
AV ASE R R 395 385
HIV-1 RNA#: <50copies/mL (91.6%) (88.5%)
AV AR S 18 24
(4.2%) (5.5%)

7E) A8 o I 4EHHIV-1 RNA®RA50copies/mLLL EOFERF], HFEDE DK A0
AZREFIS & D BRIk LR, SRR, B, B RO RN
EIEFS DS OB Tl L7RERI 0 9 B HEFFO 3P HIV-1 RNARAS
50copies/mLEL 1T - 72
E/C/F/TAFHZ B\ T43851H15641 (12.8%) \ZEIERASFED S 11
720 ELEIMEMIE, E04160(9.5%) . TH2561(5.8%) . SE24151
(5.6%) #E571960(4.4%) . FEITED T 1260(2.8%) T o720

17.1.7 MHIVEIC K 3 6EZR» H V). HBREBEE6» BUEY A
JVZZBICIEI S W TOBHIV-1BEBE SR E LAFTC/TAF
EFRAOEIERAER (B IHERER) © GS-US-292-0109:45%
TDF# &L PHIVEIC L D67 HLLEFERE L T A v ZAZWIH)
HlENTVWBHIV-1IEGEZE AL L L, E-C-F - TAFRAH]
W20 B2 7B OEME R VR T 572012, TDFE &
CPHIVIE O fkfidk 5- (ikbidk 5-5) 2 B & L 72 e A LI E M
SEATHRE M JE R SN L 7o A RF O RIR R IEEK8D & B Y
THY ., #hitx 51233 5HE - C - F - TAFEAF O IES D HEE
ENT[BER 7 (95%CD) - 4.1(1.6-6.7)%]c ¥

&8 4BBERFDERFRAHE D BLE (GS-US-292-01095X5%)

E/C/F/TAFH#: Hksted G-
B1% (%) 959%1) 47761
A ASER) R 932 444
HIV-1 RNA#% <50copies/mL (97.2%) (93.1%)
AV AR S 10 6
(1.0%) (1.3%)

1) 48 D IMAE P HIV-1 RNA = A%50copies/mLEL EOREB], iHER G0 KN
SLEIETIC & BNk LR, AEHR, ST, WEARO RN
EIEFS DS OB Tl L7REF 0 9 B ik 3P HIV-1 RNA®RAS
50copies/mLEL 1T - 72

17.3 ZDfth

17.3.1 QTERBICX T 5 &

Mmureey >

QT/QTcHBOIERIZFBDO SN o7z B, YNVELEY ¥
75mg e ON300mg™ &1 H 1\ K EHR G L7z & &, QT/QTcliEo
EEPBEOONTZ(R=ATA U RLDOEALED T T RE DE
DI (95%EHEX I o _EFR) 1321 24110.7(15.3) ms K 1N23.3
(28.4)ms). ¥ [9.1.1, 10.2&H]
@F/KEN F5T2F3IFK

HERERAASHI R RIZ, 7/ RENV 797273 F12omg® #1
H1m a2 G- L7z & &, QT/QTclE bl OPRIEIFE O IE & X720
Stk rotze BHEAT—%)

W) ARKIOHE - HRICBTA2YVEEY Y ROTF /REL 75972 F3F

DOIHEZZFNEN25megk 125mgTdh 5o

18. EEHEIE

18.1 {ERA#F

18.1.1 YJLEE U > (RPV)
RPVIE IR R R G AR IR (NNRTI) Td b . HIV-1fiz 5
BREFIERANICHEST 2, 02

18.1.2 ¥/ KEIN 757 273 K (TAF)
TAFIE RS REREIES (NRTD THH, 7/ KELDT
ORIy 7 Thb, TARIZFRWMEHIEL S~ 07 7 =T HD
AT T VALY IS RE =T, TRV E R D AN
T VbR S, TRV VEEGEMEEACHE) & b T
JARENVY VERE, HIV-1ERERBEORETCH L TF v ¥
FUUE-Z) UEEEEAT A, KUDNAICI Y AT N
2. DNASIHEZ (L8452 L2k Y, HIV-LisERFE O
MxHET S,

18.1.3 TL KU ZE > (FTC)
FTCIINRTITH V) . MlaNEERIC LD ) VEfEShz s by &
Y UE-=) CERGEEREY) L b, TAN) Y FEUE-Z)
CBRIHIV-LE B HEOEE ThH LT XL v F TV U5-Z v
LA 52 & ROHFAEY AV ADNANTY A N2 t412,
DNASIEA LS5 2 ICk ), HIV-1#il5REEOEE
[HET %,

18.2 ¥ A IV Z4ER (in vitro)
RPV. FTCRUTAF® 9 B2 5 A &b 72O BRI D
WT, WINOMAEE THMEMN LI A IV ATEEIRD 5L
f:o 20). 22)

18.2.1 RPV
THIBERE IS SRS S HIV-1ERZRO MBIZKT 3 2 RPVO
509% A %k (ECso) (1 YLfitD) 1. 0.73nmol/LCdh - 72,

18.2.2 TAF
V) o SSEERBRIIAR. SRR M EALER, MR R/~ s T 7 —
VR OCDARTET ) & 78 BRIC &G S8 72 HIV-1 0D FBRE BRI O R
SrHERRI S 5 TAFOECs (i) 1. 0.1~15.7nmol/LCTd - 72,

18.2.3 FTC
V) 2 SSEEREEMIARE . MAGI-CCRSAMMLIE K O AR I A% Ml 12
J&Ye 72 HIV-1 0D EBRE R K O R 75 BERR 12K 3~ 2 FTCOECs
(#PH) 1Z. 0.0013~0.64umol/LTd > 72,

18.3 M

18.3.1 /n vitrosX5&

(1)RPV
B DMK 75 A T O ER IINNRTIEHIV-1#: % H
W zin vitrolif PEFERSSERIZ 5\ TRl S N7z RP VIl 1 B 58 22 5L
1%, L100I. K101E. V108I. E138K. V179F. Y181C. H221Y.
F227C, M230ICTdH > 7z, 1020

(2) TAF
TAFIZH T 5 AR L 72HIV-14 8RR Tid. K65RZE s
FEHLTHBY . KIOEAR L —#\IEIcin 5z,

(3)FTC
FTCIZx 3 2 B MR T IE, Sl G R R I O MI84V /T4 R & )
HEATRD BTz,

18.3.2 BREREABR (MHIVEOABEBZROEVHIV-1ELEE)

(1)RPV
C2095485 K ONC2155885 T, RPV L U'TDF/FTC# #% 5 s 7z i
X5 E L7296 B DT PEBAT I BT BT RS S 271
Bl 9 396012 NNRTI B 28 5 (VO0I. K101E. E138K/Q.
V1791, YI81C. V189I. H221Y. F227C). 41%0|ZNRTIf R
255 (K65R. K70E, M184V/I, K219E) 25:80 b 7ze B, 7
ANV AZRRBEBI T, BRERTH LT I 7YV /FTCHHER
DIEHEGIL, EFVEE X ) SRPVEECEd - 720 [5.3.1281]

(2) TAF+FTC
GS-US-292-0104k8% [ (I°GS-US-292-01115kEX T, 7 A IV A%
Pl L PE SNWEBRE O ) B G HIAGER USRI IE & 7%
> 72 EOIMEEFRHIV-1 RNA®=2%400copies/mL % # 2 724 5iE
RS PEIRAT % JE0ti L 720 TR SNz Vv ET 75
YIL(EVG) - a¥ ¥ 2% » +(COBI) - FTC - TAFHE&7#I#E2201
D35, 126ZFTC. TAF XAIZEVGD 3 Btk B 2 5 ps— o
PLERRD STz f80 6 /MRS AL, i G i I O
MI184V/I}. 'K65R/N, A > 7 275 — XD TE6A/1/V. E92Q.
QI48Q/RIEZUNISSHT & - 720 A ¥ F 75 — BHEIMIZEVGIR LR
AT BN BE ORI WE G EE RIS FTCRit %
B BL)SER 7,

18.3.3 BEEREAER (77 1 IV AZMICHE S h TV BHIV-1=gEE)

(1) &H
GS-US-366-12163454 % 1*GS-US-366-1160aEk 1B\ T, %5
B AP AE P HIV-1 RNA®A50copies/mLa B2 . Z D%
400copies/mL % {8 2. 77 A )V A£G IR & ) Sz wibes . IO
W2 54838 AL P B S i o0 1A P HIV-1 RNA £ 75400copies/
mL% #2725 A )V AR PR O FEME X320 | 7% o 7o BBk
H e RSN VERAT % 92056 L 720 TG S5 & 22 ARFIBET B D
9 B, 3B R G R SE I OO R4 B #2822 (K103K /N, P225P/
H. V90V/I. EI138E/A. M41M/L. E44E/D. D67D/N., T69T/
N, K70K/E/G/R, K219K/E. V1181, L210L/W % O"T215Y) A 2
DN BHEG BRI P SRO SN ERTH - 72,



18.4 TEMM

18.4.1 RPV
RPViZ. RTIZKI03N K UFY181C4 ONNRTIi LR 7 3/ FRZE
Fh VA L 72 HIV-1FEBRERRETHR D 9 % 647k (96%) 1247 A
WAER %R L 720 RPVNOEZHEORTE2 L7206 LzH—0
73/ BZEFIEKI01P, Y1811 Y181V TH - 720 KI03ND 7
IR, H—TRPVIZH§ 2 AT L e d o 7225,
K103N % OFL100I10> —HEZ B CTld, RPVISK$ 2 K2 D TR
L7z YISSLZERIZ L ). RPVICA 2 &2 M5B R bk & 1t
AT, BRI ZE FARIC IR TORHE T L 720
AV ZZERIZIIH] STV B BEEEHIV-UE S BB b R & L
7= RPVEFH 0 [ R 3Bk (GS-US-264-0106:%5%) T, RPVIZTiE %
R L7 EFTIE, MONNRTI(EFV, # ¥ J ¥ ¥ ] delavirdine)
Wb U TR Em M E R L2AS, T b ¥ Y (ETR)ICH L Tid2
BIFp 1B CIEZ DS S e, 100202

18.4.2 TAF
K65R., KTOEZERIZL D 7 ANA N, V¥ /2y, 9370,
FTC. 7/ REMICH T B EZEMMET T 525, VK79 Ik
oI s D, W
T6EOSHifi AZLHE ., WIIK65R% G HQISIMEAZ R HL, ¥
R R G R R I EH S A 2 FEOHIV-1E, TAFIZXTT %
DT 278 L7z,
K103NJIZY18ICONNRTIM # AR %2 4§ 2 HIV-11x. TAFIZxt
Lz R L7z,
M461, 154V, V82F/T K O'LOOMEE D 7' a7 7 — B H# L i % 45
T HHIV-UITAFIZx L Ci&s2 2R L7z,

18.4.3 FTC
FTCHf Ak (M184V/ D 1X T 2 7T Y Ih L CREMMEZ R L 72
B VFI T FINT Vs FIREN, VRTY L
Tldin vitro CIRZM 2 HEFF L 720 =V 7Y 2 120hd 5 R TR
TaRLAOTER, V7Y BELR (M41L, D67N, K70R,
L210W. T215Y/F. K219Q/E) X3 ¥ ¥/ 3 v B8 R (L74V) %
HT BT ANV A, FTCIEHS B &2 M % HEFF L 720 NNRTIF
DT 5N AKI03N LIt dZE R % A3 HHIV-1id, FTCIC
o LT AR R L7z,

19. AR ICEET 2{LFZHFR

19.1 UILEE D L iEEE

— WA )V E YY) v Y (Rilpivirine Hydrochloride)

b4+ 4- {[4- (14-[(1£)-2-Cyanoethenyl] -2, 6-dimethylphenyl}
amino) pyrimidin-2-yl]amino}benzonitrile
monohydrochloride

5373 - C2HisNe - HCI

55 F= 402.88

IR BEoBER

(=i .

NC CH CN
- :(\N
\
- - HCl
N N/kN
H H
CH,

il #9250 (9%
SRR EL : logP=4.86(1-4 27 ¥  — )V /pH7.0Y) >~ [#E1E )

IR x5 = 5.8mg/mL
Iy /=) 0.67mg/mL
7K 0.0lmg/mL

19.2 7/ KEN 757 1FIRT7IVEE

— RS . T/ RNV 7T T )3 K7 < IVERE (Tenofovir
Alafenamide Fumarate)

: 1-Methylethyl N-[(S)-1[(1R)-2-(6-amino-947-purin-9-yl)-

1-methylethoxy]methyll phenoxyphosphinoyl]-L-alaninate

hemifumarate

(C21H20N6OsP) 2 + C4H1O4

L4

S
SrFi 1 1069.00

P B~ REE A G~ ARHEARE OB
Tt

O CHs

N o H

/]
R i
H
CHs
Homi o 9132C

SRR EL  logP=1.6(1-4 7 ¥ 7 — )V /pHTD ) > FR¥EFEER)

COH
.« HO,cT NP2

BEYE X ) — ) 189mg/mL
Ty /=) 69.6mg/mL
A v 7uasx/—)v  27.7mg/mL
T 9.16mg/mL
T hr= M)V 2.30mg/mL
[\ 2= 0.14mg/mL

19.3 TLKNUDREY
—HEAHR - T4 Y 4 ¥ v (Emtricitabine)
1b54% : 4-Amino-5-fluoro-1-[ (27, 55) -2- (hydroxymethyl) -1, 3~
oxathiolan-5-yl]pyrimidin-2 (1) -one
4530 - CsHwoFN30:S
ST 247.25
IR A~ 7R 4 POKE
AL
NH,

oy

N
HO—._ O
H H

(0}
¢
Al #9165C

SEAAREL  logP=-0.43(1-4 27 % /7 — )V /7K)

R K 112mg/mL
TEr= MYV 4mg/mL
FEfE A4 72 ¥ 0.3mg/mL

20. BV EDEE
20.1 BRI, BAE B THRETHZ &,
20.2 NEOFORRDP WIS T 52 k.

21, EEEM

211 B3R A 7 AN 2 HEO B MY ET S 2 &,

21.2 KRN OMAIZY 725 Tk, BEISH L TRFNCEL THELZLH
W - BEREOT =5 G| S HENEFTH L Z EET T3
L. AY 74— Farty b 2HLLH, EIICERFTAHI L,

21.3 A MC BV CBIEFE o X ETI A O ERIR BRSO W CTd, #
TR D AR E L O ET RS R A IR T A 2 b

21.4 HEEWM KT 5o, FEHlE L TERNO&%5E
BlARTRE L EERGE R A I L. RH O HFERICHE S
L5 GRETH. A - 2at (Ao - 2k
Zate) RO A O 7 — % %) 2 U6 L RIS HE T
LEEHiz, MEOMET FREAHFERFICRIET L 2L,

22, A%
308D, /YT HIRAIAD ]
23. EEXHE

1) Benaboud S, et al. : Antimicrob Agents Chemother. 2011;
55: 1315-1317

2 HWNER 77 Yy EYLEEY) COMEER
[TMC278-C108]

3) HAWEE ) 77 7F ) VEEY »OMEEHITMC278-
IFD1003]

) FHHER A RATITT— L EY VYY) COMEAER
[TMC278-C114]

5 MANER 7y EF Y EYLEEY YOMEMEH
[TMC278-C140]

6) HHWER : xF Freypey yolBEEM
[TMC278-C121]

7 HNER ULV Y/ A N) YIS /T RE
V7T 7 F IR IOVEBIER A 0 SEY B E O KA

[TMC278HTX4004]

Q) HWEH  VIVEYY) Y OEAME I T 2 A [TMC278-
NC112]

9) #HAEH U Y)Y ORBEHICET 5 ME [TMC278-
NC141]

10) AR )V E Y v oY B OMET [ TMC278-C119]
1) *EAER - )V E Y v oY IO KE [ TMC278-C130]
12 W ER Yy vEey) yoQTHMEIZX T 5 MHH
[TMC278-C152]

MHHRER U LEE Y CoQTH I T 2%
[TMC278-C131]

HWNEE ) VEC) Y/ A N) YIS/ T REN TS
7 ) I N7 IVEREL A HED 7 A )V A LI 23S 5T
W % HIV-1EG B 120§ 4 iR G [GS-US-366-12167# ]
HHREER Y Ve v/ A N) VY /T REN TS
7 ) I N7 IVEERL A D Y A )V A FAEHI S ST
W % HIV- G BE 10§ 4 R i [GS-US-366-116073 54 ]
HWEE UV EE) v D7 7 YL 2y ORI EREREHIV-1i&
e BF IR B RER A

HPEE UV /7T REL Yy SaF Y LTIV
[t/ T b)) 2 ¥ VEGSEOHIV- &I EZ 1233 2 BIR
A [GS-US-264-01063% 7]

FWNEE TVET 7S EN/a TRy /AN TS
Yy /F/REN 757 F 3 F7~OVERER &80 R EiE
SRHIV -1 B3 103 2 IR ik

HNGEE  TVEF S EN/ACET ATy N/ AN YIS
/T REN TTT I R VR A5 OHIV-1gde B
V2R3 B R B [GS-US-292-01095:45]

13)

14)

15)

16)

17)

18)

19)



20) Azijn H, et al. : Antimicrob Agents Chemother. 2010; 54:
718-727

21) AR D ) v e v o e R [ TMC278-1646-0005343]

22) Schinazi RF, et al. : Antimicrob Agents Chemother. 1992;
36: 2423-2431

23) HWER VLV EEY Yoty A v AEHITMC278-1V2-
AVMR]

24) Miller MD, et al. : Nucleosides Nucleotides Nucleic Acids.
2001; 20: 1025-1028

24. XHFERERUVBEOEDESE
Yoy 77 —<HRASH ATAAINA T A=Y a ks —
T101-0065  HHCH8F- U H X PG H3-5-2
7= 4X )V 0120-183-275
https://www .janssenpro.jp

26. BEHRTTEES

26.1 BHEERTTT (BA)
Yoty 7y -~k &M
T101-0065  HHUHST-ACH X P4 H3-5-2

-10—-



