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1. BE
L — =]

BEBMMXZEHLTVWBIEETIE. FEDES5H
IEICEY, BEBMRXAIBRIZIB TP HHDT.
KEDOBEEEHHTHS5RICETHEETI &
ICIEREMDGE. EELLTIBINPHIDTEE
TB5I&,

2. B2 (ROBEBIZBHBELEN L)

2.1 BRFNOR A0 L BHEOE OB O & 2 B E

2.2 ROFER ARG HOBZF )T 7 ET Y, HINT
P, 7/ N0VEFY— ), FTz=P MV, FAT7x=
Moy TVFZ IR, AT FY VY (B2
Va—rAX =M EFEL. VPV I R[10.1 2]

3. #ek - HIK
3.1 #Hmk
WiTE4

Y & Le A

Y7778V F )7 A52.5mg (E7T77 5
BRI - & | BV e L T50mg). A MY E Y 200meg &

(1 $8) N7 /7 FREN 757 x2F3 K72 I)VEEE 28mg
(F/7FKEN 7972+ 3IFELT 25mg)
HHP O — A, JOUAAN AT —ZAF F1)

S YA ATFTY B S AV AL BERALEE

= bsE. w7 I— )L 4000, RYE=Z LT
Va— E5TAN) . Zvo ., BRLF S v

3.2 RANDOMR
- FE BB DOT 4 VA T—T 1 VT

5 9883 ) ([

KEE FA4 15mm. A4 8mm. & 721mg
o — K | GSI - 9883
4. RHEERIZHE
HIV-1 B3AE

5. MEERIZHRICEET %R

5.1 LFOWTFNAO HIV-1 EGHERE IZHERT L 2 &

5.1.1 HLHIV 3812 X 2GR e WEH

5.1.2 7 A VAWML OS2 <. VIV B3 »
HEILLEIZBWT Y AV 25084 (HIV-1 RNA =23
50copies/mL #Kiifj) 65N THBY, 7575, T
AN FUECITT /RN AT R L R %
Fi72 9, AR ) B2 AW TH 2 & HM SN b6
HIV $ERE AR E

51.3 Y EZAI6 » HHELU EIZB W T AV ZAZAGHNH]
(HIV-1 RNA & 7% 50copies/mL #iiii) 235N TH Y.,
V757N T /) RE IS AR R %
Fi72 3, RFNOY ) FEZPEYTH L EHMT S bt
HIV SRR S

%5.2 AHNC X BEEICY o> T, BEOHRER LT EEZ

B A A EHM AR GRS T BUFRAT & 2 \ IS R TUARAT)
EBEIITH L, [17.1.5 28]

. RERUVAE

HEHE, A 1IE 15 (€27 7277 )& LT 50mg.
TAM)YHIELELT200mg KT/ HREV 7T 7
FIFELT2Bmg 2EH) &1 HLRREOHEGS 2,

. RERUVAEICEET 8
AFRFNIEI7 T 7 IEVTF P T A, AN ESK

T/ HREN TITT72FINTIINVEBIED 3% &H
LA TH D, TNOLOMGEELHEA L GHL 2w
Zlo Fh, T/AREN Yy TaF YN T IEREY E
CHANOWTHIPH L BT &,

2 REWE G5, 7L TF=r 27T v A 30mL/ 55k

AR L7238, MERFIMEENT 217> T A BH 2 bk
& RGOPEEZEETLHI L. B, ENHICAKHZ
BT HBE, ENRICIHHEZHS 528, [8.3,
9.2.1, 9.2.2, 11.1.1, 16.6.2 &#]

3 ARFNE HIV-1ERE IS LT LA THEFRELZT ) DT

HLHO, MWOPTHIVEEFA LW &,

A TN vy ey EEBOFERM . U A OV AERRRE

EHELTCWLII TV aECHAIEH LW &,

. ERLEFRNER
A RAOFEZEEL Tid, BEWNSOT A N T A 2 EDRH

DIEWMEZEIZ, BELIZIURD LB 2 EHITKROFE
HIZOWTICHPI LA Bz fFok, T2 8,

A0 AFNE HIV BREDORGREELETII 22 L b,

H AR GAE & & & HIV R GE O HE R 12 0E 9 B & 58
LiHelT 2 iRt D 2 DT, RHNFG-FlG O HARIRILO
PALIZOWTIZ T R THYBEICHET AL &,

.2 KR OFERERGICELAHBIZOWTEBED L Z AR

HThr i,

A3 HAEORIRZ LICHEZZEHE LY, Mzl

720 LanwZ &,

A4 RFNIPREA EMEEMER T Z Db 720,

AP OFTRTOFEFNZHBEICRET LI L, /20 K
HICHBEFIH MO SR % IR 3 2 54 FHaricdiy
EIZHIERT 5 2 &, [10. 18]

2 FUHIV EOZHIPRREZAT - 72 8FH T, RIEFHE

PRIEFUSEBERED S ST\ b, R5-FER. Bk
AR L, FEEEO A & FEEEGREE I A& (w1 3
INTFVILTEILIY T Ly 7 A, A4 M AHay A
WA, Z2a—FYAFALIZLBbD) HITHT 5 KER
ST B2 DD, T2, REREOREICEVCE
Ol (FURIRBSRE O IE . 23k, ¥ -
L —EfERE, 7R A BT L L OMENH LD



©

T, INSOEREFMI L . LR IZILEY) R iG8R%E E R
THIE,

B ARG, LT Fo o) T T s AEOBRE R

BEEERBL, 2L T7F=r 2075 AN 30mL/ 578
Th b EITHMFFMEEN 2 1T> TV 5H 2 & 2R
HT by T, REFGH L EMN 2 MAEICL), B
FHORBEETERESET LI L, [7.2, 9.2.1, 9.2.2,
10.2, 11.1.1, 16.6.2 &1&]

A TIVTRANEIIBITAIANY) Y YOI EREIL

TR SN TR wA DEBEIORFRERA K OB A
BUEFEOT V7 RAEIZB T, Crax D LA ZIRIES
BLHEFFON TV SO T, HBV BAHEEGHEE &0,
RIVEHOZEBUICEZET S 2 L,

S ITAMN) T EEYREAIORBEICB W T EEOHIEI

L. ZOFBHEITABATISE N EDRIES N TV S,

. BEDEREATHIREICHT IR
A BHHE - BEEEDH 2 8FE
A1 RABIROBREDH 2 BEILZOMDEMEREE

HEI28E

T RBlE 2T, BRESEO SN EIE, &5 eh
355, @YRNERIT)ZE, T/ FREN TIT7 2
2N T VR R SO T B B O IR R R M O BRI UK
IZBWT, BEEORT LERH# LY~ —D L7
MEED S, BB OTLEATRIE S /z. F/2.0 PLHIV 3
V2 & B EBREERA R HIV-1 BRYSERE I L, 7 /KK
VT I 7x2F I RTVEEE & T L EANHREG S
R RERICB T, BBEMMET L7ERIA RO H 7z,

A2 BEFRIAIVABEEEHL TVWBES

RHNOFG % T 235G 123 HEET A2 &, BAE
PR %E AL T2 BETIE, FHloFGHIEIZLD,
B BUEMEIF AR T 2 B MDD %o FHIIRRMELEDY;
& BIEILT BN H 5,

1.3 BREREEOVRV2EFTEE

JVTFZY )T T ARG ¥ OB L EfiT 5
Z&o

2 BREREERE
2.1 EEOBRERERE

IA M)V EYDOMAEEDS ERT 5, MEFFRILTENT %
ToTVRVWEEOERERESRE (VL7 F=0 2
7 7 v AN 15mL/ 47 PA E 30mL/ 45 ki) wmxfS e L7z
FERHE T FE L T2 v, [7.2, 8.3, 10.2, 11.1.1,
16.6.2 =]

2.2 RPER2RE

IARN) I EYROT ) RENLVDOIMFEESFFT 5,
Y757 VO EEMET§ 50 MR EN %
ToTWEWRBARERE (VLT F=02)T T A
A 15mL/ i) R E L2 BERERIZFER L Tk
WV, [7.2, 8.3, 10.2, 11.1.1. 16.6.2 1]

3 FFEEEERE
3.1 EEOFRERERE

HEDHREREERE LR E L2HREBREFERL v
e\, [11.1.2, 16.6.1 2]

.5 11i%

TR AR L C W B AR ED & B VEICIZ. G EOR
DGR L2 &R SN A GEICOARKG T 5 2
LA V77T —EHEETHZ VT 77 E)LTIE,
WYL CHEATH OBIEIIZEIZ B VT, RERS 0 BHR &
DI EENlHE I N TWD Y, Bt ()
ZBWTT / RELVDORBAORBITIRE SN TWD,

9.

6 ®Iliw

BAEHITSELZ L, BWEE (T ) TErT77 7
EOVIEFLIT Iz S, JRIBICRBATT 5 2 L s
TWwh, 7/ RKELVKEPLA M) ¥ ¥ iZe FELITAD
BADPHE SN TWD 2, B o HIV EGERE X,
FLE O HIV B % @) 5720, FLRICRFLE 5 2 v C

EMEFT L
9.7 /INREZ

NBEEZRRE L2 BRRBRIZFESE L T,

9.8 SiE

BEONEZBR L 2 bEEIHGTH I & —RIZE
BRI TLTBY .. AIHERCHOER OBHAZ

10. HHEEA

V275275 0L%:0CT2 i " MATEL # lHE ¥ %,
CYP3A R O°UGT1Al O#EHETH 5,
FIREVKROLTA DY YL O RERRA B & REEY
TR PRI s X ) B s D,
F/REN TF972F3I N7 PHEEN (P-gp) OREE
THb, [8.1.4, 16.7.1 ]
10.1 SFAEE HALAEWVLI L)

(2.2 2]

L7z, KH ORI
PR L AFN 5T
T AN FEET 5
WHEMEA D D T & A
5. LW &
T/, 7/ KEN
7o 7xFFOM
LR E LI 5
TREED D % o

HEH 2,55 BRAREIR - #5iE| W - fERN T
DR VAR V578 Voll) 77 v EL o
77T v) B b i MK T $ICYP3A. UGT1A1

T O P-gp @ ¥ A
JAIZ X 5720,

%k k| AN EE »

(77 LV b=)
T/ NVEY —)
(7 /8= ))
TJr= AV
(FLETF V)
RAT ="~
(KA ML)
AV Z AN
(7—=10—=%)

R =Ry N S A
G R
77— M) &R
[2.2 0]

Yo7 777NV K
NF /KN T
7 ) I FoiEsg
BEPKT T 57
O BHI DR T
550, AANHT 5
M PEAS 5 B4 2 ) hg
%23 % o

s o #EAF D
CYP3A J U P-gp ®
FEEHICL B 720,

® kTP E IR

L7228 0Y)
(2.2 =07]

Y7777 Noll
RT3 5
=, RENOREN
WES L. ARFNIK
LIS 5B 3 % 0]
R D 5,

I LVEYIFD
CYP3A 3= E 12
L5720,

10.2 GFAEE (BFRAICEETSH L)

FEH 5

W RAEIR - 85 512

Wy - falREF

S =

Ee A = RolfiE
TS B AT 57
O, EVIHAL=ZFD
ERAZFEERELT
s s L EME
DR\ A5 1k T OV
B S5 25 5 B LIS 0
B DLREED D S,

Y7 57 7ELD
OCT2 K " MATE1
OMEEHIZLD,
Yy A4 = ok
ASHE S5 e
/I‘iﬁ;‘%éo

YLy h A= FDih
3Ry ARVAL I

VT 77T
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NrF /KN T T
7 ) I FoOlmiEg
EEPKT T 5 7
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%23 %,

Ih s oA D
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FEMEHIC X D720,




A

W RAEIR - 88 5 i

¥ - el T

[16.7.2 2]

Fb, ZRGORAIE
BT A EIL &
BIAAEHGT D

7Y 777 IENVol|T ¥ % - ¥ o
SRS A 5. |CYP3A .UV UGT1AL
OHEEMEHICLS

728,

il B S A A =175 || AR /Al A A <IN 2
S/ AV BRI FEAMIC T 3 5 |k A 4 > & SR (F
TIVIZT A 28, KFNTZNS|L—F) 2K LK

[16.7.2 ] DA O ¥ 2 W | I HHl 2 B 720,

VL ERT o35 5 4 3%

b,
YH, AINTILAEH| Y TSI ENLVDIM|E Y T 7T VLS
BIF) (7)) A2 NE) SR AT A | fliFE 1 A v L EEA (

L— 1) ZiE LK%
WA S N B 7260,

WEECHEL, 2
B2 L TA MRV
IV ERBET A SE
HICEG5THI L,

ZEHERE SN S,
A RMARLI U A MRV VOIEE Y 2 777 LD
[16.7.2 k] gAY E 59 5.|0CT2 & O MATEL

DIEEEMIZL 572
y)o

77 avri

NS Ly a U OViEEE
i

NV e
pcAlrers

IS oA, T/
FEVXIZZA Y
Ty YOI
E2RALEAL, 2hb
DEH ATAHNC &

PEEAE B DA 12 &
5728,

0.3% VLt 2%

B 2% It i A
R T ORI e BEIR
B g T O KT BT BLBE, M, =
LR R Z 9 FENE. 585 | B
% R O ESEEr]
ol AR R
13 B O 5 3% FRRE KBRS D45
o #i /EFE
iRy 13TH
—f - B BEE| BRI
T O ¥ 558 A
DIRRE
T R RE R T
iE SCTERE % T
T 2 ANIRSE . e 72
2R,
w1 >&5 &
2. ) U Rk
B
7N i BrLT7F
YoNT I
2§

13. BE#ERE
13.1 &

Y77 g vk

RN L O ERDPE N0, MiE

W ORI EATIC & 0 g SN A Ret v, =4 b Y
VECUROT ) REN TIT72F I FORBWTH S
T/ RV, MEGENTIC &) —EBE s s,

LHERG T
LA REVED D B o
SR AT HEF | 2N OFF L OFE T ARENV LT A R
[8.3. 9.2.1, 9.2.2, |HIZMIF 5 Z L AL T ¥ ¥ EEIZEE
11.1.1 ] F Ly, TORERE A &R
M ~ D EBh 2% 12
LS D728,

11. EIfER
ROBWEH D S S5b b 2 EDH DD T, B 5247
W, BEAERD SN ARG 2 kT B 2 S
WEZATH T &,
1.1 EXEEMEAR
1111 BREXIIEEOBHEEEES (BEAH)
A, BAS, BB RE, SR SRR E,
77 v 3= —EGERE, SRR RS EIE, BRI
EREOEEOERERENSHLDNLI ENHLDT,
BRI 12 BLE A% B N1 1E, 52 hik$ 5
L Y MEERIT) 2 &, FRICEREREORAELNS
BERLEHBEDOD 5HFI PG SN TV B BETITEET
L2k, [7.2. 8.3, 9.2.1, 10.2. 16.6.2 Z/&]
MNA2 BT R—2 ZARVEBEEICL2EEDFELX
(RERARF) (BHEEAHH)
FLEET ¥ K — 2 AT ITHIR 3 2588 o L 5 B RAER 1%
MRS (73 NIV AT —EBDAME %)
DRRD LN HGEIIE, KF oG 2 —Ehild52 &,
B BOGRNT2ET A2 BEIIBOCIEET A 2
o TAN)YHVEVITIT /) RE V% EOHERASZE
EFEHEE OB G T NS O fETIc L) . BE
HIRT 2 F— 2 AR ORI LAE I X 2 EEOREKR (&
) 2% < s SN Twb, [9.3.1 28]

14. BRAEDEFE
14.1 EEZFEFOZE
PTP W D3EHNL PTP ¥ — b5 B L TIRAH$ 4 &
ITRE S B b, PTP ¥ — MORBRMKIZE Y, BHOHAE
INFEE R A L, B3l B 2 L CHERRBIH 255 0
BEELEEEZHEST LI LEND 5,
16. EYENRE
16.1 Mg
16.1.1 BERAICE T 2EYHEE
TR A ARH & ZEPE G I M % G- L 2D, €7 7758
VW, TAM)THIEY, T/KREN 7T 7xF3I FRPT /&K
VLD TRE ST A — & % 16-1 12R"T Y,

#16-1 Y7 ¥ VERAFEEREORSROY s 7778V, ZAM) VY
Y, 7/FKENV 757 2F I KROT /RENLVOEYBE S
X—%
e s s | T/EREW _ .
V757 | ZAMN) Y Y P57 7/ RE N
Crnex 6.56 (17.9) 2.68 (39.9) 0.30 (58.3) | 0.01 (30.3)
(ug/mL)
AUCw 115 (21.2) 11.2 (18.2) 0.17 (51.6) | 0.33 (24.0)
(ug-hr/mL)
tre 17.0 18.0 0.35 46.2
(hr) (11.8, 23.4) | (10.7, 39.1) | (0.25, 1.15) | (36.1, 106)

0.3% VL1 2%

T B oM 2% LL L i BHEEANH
(Lo BE
TFER R E B B iR
E%
H bk Eol, T fE5. BRI

i MR JE
il HALAS
B RS
&, A

Cmax & OF AUCins © 391 (CV%)

tuz s WYLl (R, ok fiE)

WERER 256 (57 /KEN 7I7x2F3 RO tue KO AUCu 13 24 1)
16.1.2 A HIV BEEIERE ICH (T 2 EYENRE

BN HIV G BE \CARK % AR L G- Lo, €2 779
P, TAM)IFEURDTTF /JREL 757253 KoY
BN XA — 5 2K 16-2 1R WHEADT—5) 9,




F#16-2 © 7 ¥ VEREGHENERIIKGHEOE s 777N, A
M)V EEYROTARE)N 757 2F 3 FOEYBYHEE S

FGA—H
e | TANYYEE | FREL
CIT77IEN v 75 71F3F
Crax 6.80 (30.1) 2.13 (34.7) 0.277 (62.4)
(u g/mL)
AUCu
(ug- he/mL) 94.2 (34.7) 12.3 (29.2) | 0.229 (63.0)
Crrough \ y
2.26 (47.3) | 0. 4) 9 NA
(g g/mL) 6 (47.3) 0.096 (37.4)
tie 16.11 6.82 0.39
(hr) (6.76, 28.32) | (2.33, 9.40) | (0.17, 1.14)

Cmaxy AUCuau KO Curougn © “FIE (CV%)

tiz T RAE OR/AME. RO

NA : #%47% L

a) GS-US-380-1489. 1490, 1844 J¢ O 1878 BAER TR 572 77 B>
F— 5 EFROERBRERT (27 7S EVROPTLN) VY
E D Curongn Z <)

b) GS-US-380-1489, 1490, 1844 J& 0¥ 1878 SBRCHE & L7z 75 B0
T 5 % H 72 SR B REFRAT

¢) GS-US-380-1489, 1490, 1844 J% U~ 1878 BABRC 5> 17z T4 10>
T =5 % o 72 SR B REFEAT

16.2 TRYR

16.2.1 BEOFE
Y7 77T Uk Sl SR S L7 e, 22
L HART, AUCii KU Crax 1 EZ LU 24% K O 13%
L L720 FERIC, HIEHEBIEOY 7 77 7 ¥V
AUCis B O Cunax 13, ZEJERF & LT LA L7
HEHIFITAN) VI E LD AUCK (IZHEZ RITS o7
B, EHRE AIEEE P G U723 A . Cas (S ZEHERRIZ LN
T 14% WA L7z
T/ REN TT T 23 Fr R EERUEC kS L7
Wtr @ AUCu 1. ZEHERF & JL_TH 67% LA L7ze PR
Jii EAEHURE O AUCinr (X ZEHERF & TRy 48% LA L 7225,
Coax XA Z T o7z BHEADOTF—4) 12,

16.3 10
Y7778l BW I vitro BRICBWT, b bIEE
FICK 3 24563132 99% 2 2 Tz (ERERoE A1
#10.25%) oIn vitro & ML/ MUEEHIEEIIE0.64 TH -
720
IARNYTEZEY Y In vitro BRICB VT, b MIEEE
FIZH 3 AR A%1E 4% K TH . 0.02 ~ 200 4 g/mL
OHPHCTIREORE LT ko7,
T/REN TTT7 2SI RO R TR L 7o Mk
2B 5 ex vivo TO L MIFEEE KT L AT
80% THhH -7z,
T ARENVT L In vitro REFIZB VT, & b MSEEA I
T AHREAHFEIL0.7% KM TH D, 0.01 ~25ug/mL D
P CIREDRE Y Z T hhorz BEADT—%),

16.4 L35
Er 777NV e F TR R E SRR TH Y
RIS SN E 2 7758000 90% BrHIIZ L )il
K720 In vitro RHEERFRIERBICBNT, ¥/ 7775
EViEF12 CYP3A ROV UGTIALIC K W R s b 2 &
AR E NIz,
IAMY)YFZEYY B bTIR, TA MYV FECOREH
. 3-ANEKF Y FYTAT LAY —%EK (HSED
¥9%) +AHF A= IVETOELE, 2-0- 7 Vv u=F
R (SRR 4%) TH7Vv o u  BIEE» S5
ZEPRENT,
T/REN 7T T xF I PO v heir, R E
LR TH Y, ROKG ST/ HFENV TT7 <
F 3 N 80% HAMCHIZ L VIl L 7ze In vitro #ERIC
BT, PBMC (V) ¥ 8Ek K U2 oflio> HIV O FE Al
EL) K<z u7 7y =087 7Y v A KROFFHI
DHANVEFIIVIATT—E 1IZED T 7 FE VIS
NWizo In vivo BERIZB VT, MBNTT /AL (FH
W) MRS Ntk HEHEREMCH LT ke
W) VEEANE ) YL E Nz, CYP o PR HLARE SR

M7z in vitro BRICBWT, 7/ KENV 7T 7 =5
3 FIZ CYP3A ThEhicfi s nz GtEADF—%),

16.5 HEitt

s 77l ® s FICHREICE DL L. BiE2S
DOREAEO LT H PR (FGm0K 1%) 1 F TR #
BTiE v, YCIERRE 7 7 7 T ¥ )L e RS- L 72
L&, BEEON60% BREE, TATIVIE - R
Uy -YU2 57580 -3 AFA HEENZFDMmo
W OMALHE & L CHap 2o B S L7z, JRA R EE
1235% THhY., EaR#WICrF 7S Vs
VBTE R O F OO OBLCEY . I ES
D 2 MBS DFERTH - 720
IAMNY VIO BT T ANRE S LT F =
7T 5y A% Ello/Z Eh b, RERMES M &R
DOFEB I EOW J12 X 2 PEA7RIE S e, MC kT A
MY RREL2E EORT (19 86%) RUHS (f
14%) 75 O EILERIL 100% THh - 720 58D 13% )8
SHOHEERHY & L CRAIZEE N7z,
F/REN TI5T72FI R 7 REMICBI SN
. BEES G, B S ORBLEO b3 PR (2
HEO# 1%) 1 ZFELBEHTIER V. 7/ A& EV LB
TOMIRE S # & JRAE O REBN L O 12 &) HRlkS
Nrzo REEEREREICUCERT /REV 797 2F3IF
TOVERE A WG Lk &L R0 47.2% i3
12, 36.2% SR IR S e, FoFEEAHWIE T
RENTHY, FTHD 9%, JRFED 6% & b7z, Tz,
WEED 1A% DT /RN TI7xF 3 FE LTRE
CHEb S HEADOT—5),
16.6 FHENEREZH T 2EE
16.6.1 FHEREEERE (CH (T 2EDERE
Yo F 7N s mEEONEERE AT 5 e
\Z¥ 7777 ) Tomg & Bl 5 L 72D AUCw KO
Crnax (X FFREREIE W RS & HeRTENEN 41.3% K Y
36.5% KT L7zo LA L. WEFEIFEEESEBREOC
7777 EVOIMHEE NI EGR S FRIE, PRSI b
HLINTHW o, EEMY 2 7279 VO AUCK
O Coax I BETEARE TH o 72 (RIS ATPIHO
WX 77 ~ 83%) o EEDFEREREEL AT 2 HBEICE
VBN IR L TV,
IARYTE U TR EY AT DR E 2B 538
MBS TG L Cwze vy,
F/REN TTT7xF 3P AP PFEEEIE R L
T BEIPSEEONREREELH T 2HBE T /&
YV 757 xF 3K 25mg ZHEFG LBEOT 2 REL
797 x2F 3 O AUCuus 2 U Conax (&, BRJE O P HE Bl 2
EETLWBETIIZENENT.5% LT 11.0% KT L, H
HEEONRERET FH T2 HMBE TIZZNZEN12.7% )
O 18.7% L5 L7z NFREREIE W H RS & T, XL
IS ORI E Y H T 2 WA T/ REL T
7 x5 3 F25mg &AL L72BEO T/ RO AUCi
JL O Conas Vs BREONTHERERE L A3 205G Cl3Ehe
110.8% KM 3.0% KT L. HEEOHEREY /T
BB CTIEZENEIN2.8% KU 12.4% KT L 720 JTHERELE
WHERE & T, EEOMRREREE L AT RS IS T
JAREN 7T7 )3 K 25mg wHEFG Lo T /R
Yl 797 xF I FORKETR IR ER O AUCn
O Conax VW EE N2 46.0% S US54.9% &K T L, 7/ KWL
@ AUCins LT Conax 13 Z1Z41.36.9% M TN 10.1% KT L 720
BOMAEFR (EEOMHEREREE L2 AT 5 #RE T 37.8%.
JIFHEREIE E RS T 20.4%) TRHIEL7-& &, EEONHE
REREE 2 A3 D WBRE 1B sk (JEEARD) 7/ K
YV 757253 KO AUCii T Conax 1. JFFHEREIE 5 #E
B L LR TENZINS.6% LN 17.8% T L7z (FHEA
DT —%), [9.3.1 B3]



16.6.2 BiEEEEERE ICH T 2 EYENRE
Y57 IEeL 0" wEOBKEREE (FLT7F=r 2
)79 A 16mL/ 4Ll b 30mL/ 4 oKi) AT 4 HlR
HIZE 7 777 Y Tomg & Hil$ 5 LB ok e -
777 N OFEERIN OIERE ERLO#E AUCint M O Cnax 14
BARRE L E SRS L RTENEN 27% KN 20% KT L
2o BEOEHEREREEZE T AUBMEBEOL 7 77 7LD
AR IR AR SRIE, BRI RS & H_TEw
7280, WHER Y 7 5 275 LD AUCint S OF Crax (31 [
THBETH o720 MEFFIMBLEN 217> TV 5 KHIEA 4
(v 7rF=r2)7 5y A:15mL/ 5k #ET 5
HIV-1 B iE B35 IR % 1 H 1 KEHRS LB ol
v s 777 BV OFEER R IR G T DR Curougn 134
Ene IR HIV-1 W%E%%kkb\f 65% o 72 ™,
IANY)THELID  EEOBEREE (2L TF=r

21) 75 v A 15mL/ 43 LL L 30mL/ \ﬂ%(ﬁﬁ) AT B
BRIl b)) v B 200mg & HE G- L 720 AUC
KO Coaxld ZLT7F =220 T T 2 A5 80mL/ 558D
WelRE & T NN 200% f O 30% AL 7z
HEFRMBGEAT 21T > TV A RBIEARE (LT F=27 1}
7 F v A 16mL/ 43Adm) AT 5 HIV-1 &G E B & 12
WVET I - Q8T AYy b ANV IEY T
KRNV 7T 73 FN7<)VEEERLER] (150 - 150 - 200 -
10mg) % 1 H 1[BEES L72BED AUCu M U Coas 134
B HRRE IR HIV-1 BRGWiE B & T2 21 438% KO
137% L&A L 727,
FIEKREN TIT )3 F‘ BT AR IE MR
AT, EEOERERSE (VLT F=r270T TR
156mL/ %3Pl | 30mL/ 43 51%(%) R/ HWEREIZT R
V 797 xF 38 2mg x G Lz2EoT / RE )V
777 x5 3 FD AUCiut X Conax 1E. ZNZN 1.9 5
1.8f5 LA L. 7/ FRENWVD AUCint MU Coax 1d. FNEN
5.7 R 2.8 15 FA Lz, BRERRIESE HIV-1 &G B
AT, HEFFIEENT 21T > TV ARIIEARL (7L 7T
F=r )T T YA 1bmL/ ki) AT A HIV-1 &g
ERFICITVETF SN - a8V AYy b ZAN) VY

Cy -7 /R8N 7TI7xF I F7IVERERAH] (150 -
150 - 200 - 10mg) % 1 H 1 MIKERS- Lo 7/ R
® AUCuu LU Conax 1Z. FNZEN 270K 2.4 5™, 5
JHREN TF77xF I RO AUCust XU Coax 1Z. ZNEN
LORER L1 ETH-72™ GEADT—4), [7.2.8.3.
9.2.1, 9.2.2, 11.1.1 ]

16.7 EWHEEIEA

16.7.1 FEERERIC & 2 EYHEERRR
Y7775 N3 ¥ s 57T )it P-gp & U BCRP
DFHEETHY), OCT2 KO MATEL IZxH3 A HEET %
w72
I M) YL In vitro TIZ OATS DB TH 5,
T/KREN TT72FIND I FIREN TTT2F3
Fid, P-gp X O°BCRP ®IETH 5, [10. ]

16.7.2 BRRICH (T 2 EMHEEERARER
YA EAER RO R % K 16-3 25 £ 16-7 123 (4
EADT—%), [10.2 ZH]

F16-3 PFAEEGHOY Y 775 U VOEYERE T 2 — & 112

o A BEFIES / B O 7 77 T €V
B [EEONE 3;b |7 5= b, (00 B
Cos AUC Coi
300mg+
THFFEN(E] T€YAT YN | Tomg 5 1.31 4.06 NA
K 150mg B[] (123, 1.40)| 376, 4.0 |
1H1
TYFFEN (R 400mg Tmg | o 1.8 4.15 NA
f) W 1R/ ] (123, 1.39)| 3.8, 45|
800mg+
YUFEN (R 3ERIob | Tmg [, LA 174 211
f) W 150mg TATE || (140, 1.64)| (1.62, 1.87)| (1.9, 2.29)
1H1
:;;fév’& Wl | Tomg |, 098 1.0 104
)@ TALTE | TATE ™ [0.94, 1.039)] (0.97, 1.03)] (0.99, 1.09)
V777 /(%] 3mg g || 080 0.62 0.41
HE) ¥ VHLE | LELE |]0.67, 0.97] (0,53, 0.72)| (0.37, 0.52)
7776y 6limg g || 072 0.2 0
(fR) Y 1H1M H (0.67, 0.78)](0.22, 0.21)|
JEATEN | M0mg/10mg/
AVAYAEN| 10mgtllimg | Smg |, | 08 1.07 1.10
/voxilaprevir (£ voxilaprevir |1 H 1[° ™| (0.94, 1.01){(1.03, 1.10)| (1.05, 1.17)
9 11
FVat -] 30mg Tmg || 109 161 0
(%efimg) * 1H2M Hi] (0.9, 1.23)] (141, 18|
& I B
;’Eﬁmﬁﬁ 2mL Smg |, 0B | 02l =
) > BE(0) | BEC |06, 0.24)] 0.8, 0.%6)]
;Eﬁéﬁ%% mL? img [, 0.8 0.87 W
Lo e )
gy v | 0 (ED) | #0 (088, 1.00) | (0.81, 0.93)
g’fﬁ%ﬁﬁ!ﬁ mL? img [, 042 0.48 w“
g o | HE (BD) | E (0.3, 0.52) | (0.38, 0.59)
f;r L
;’ﬁﬁg’fﬁ 2mL! Smg || 051 0.53 =
) * BEGEO) | BEO | T]0.43,0.62)[(0.44, 0.6
”ﬁ;%ﬁf 1200mg img || 058 0.67 w“
o B[ gEC |05 0.60]0.57, 078)
/ )
V3 G AR
e 1200mg Smg 0.90 1.0
1 B , ‘ )
HALRREY g s (Mo, 10|00 10| M
/Bt
;;f”fﬁi g img || 0.9 0.37 w“
i B HEC | (0.26,0.3)] 0.3, 042
7 VRS~
—— 324mg 50mg 0.75 0.84
12 ks : ) )
ﬁﬁgﬁf‘*w T g Mo 0|0 0% N

NA=#%47% L

a. W NOAMHEAEHRER D EEERE 2R & LTI L 72,

b. ¥ 77NV F I )T L - A N)TFEY - T /KREL T
77 2 I P NVERIERGH & e TRllire L 72

c. HCV BHEEETTHI SN 5 voxﬂaprevlr DIEFEE T EWLT 5
728, voxilaprevir 100mg % B3 & L Cilbix FhE L 720

d. FEHEGEAE, ImL FIKEBEL 7V 3 =7 4 80mg. KEE{L~
TR L 80mg MUY AT 8mg FEHT Ao

e. B IROF G L2EWEREIZAT 5 720

F16-4 PEFZERGHOIL N V¥ E L OEYBRE ST A — 5 e

G o il DR D A

wig | pmgoms | 70NV 1P o -k o EEEm)
AL
Con AUC Cer

5;;‘ 7?‘;;& Simg/Almg | Almg |, | 0.9 0.99 103
i vt || 00610 0%, 109 |0.9, 107
X,
VEATE V| 400mg/100mg/
Ap55AEN| Womgtllimg | Dmg || 09 0.% L1

oslaprevir (& vosiaprevie: | 1B 1E® || (0.8, 0.99)] (0.9, 0.97)| (105, 1.16)

B o LH 1

a. W NOMEMEHRER S RS 2R e L TEML 72,

b. E7577JENVF M)A - ZAN)YIEY - T )KEL T
77 xF I F7 VIR AR & v CRllRE L 72

c. HCV J&GYE % CFill S5 voxilaprevir OBEE & % 3E KT %
728, voxilaprevir 100mg % B3 U Calbia %05 L 72




#16-5 PSRG0T/ RENV 757 24 3 FOEYEE T vps| 77 BEEOEMBAE ST A—F 1
A= e T lew 7| (90% fE X CD)
- ke THEORE | /9| . a
ey BB 07 RO 75 BIR | WRRORE | 798 o 8T e | o
— e | oo B 72T FORME ST A5 1 (0% Pk S -
GiES fEofE | 77727, "
o B FBEER) I 114 1.09 “
) Crax AUC Cain (104, 1.25) | (1.02, 1.15) '
o] 30mg %mg 0.43 0.46 ot % i 1.03 103 101
VZASE A2 LH2M PIen 2 (036 0.5 (0.40. 050 NA (S-331007 400mg/100mg( 50mg | 25mg 09, 1.06) | (100, 1.06) | 0.98, 1.05)
VIRAEL - . IOOTE?OHW llﬂE 1lr? 0% | 0% | om
7 NI7AY 4 ) | ) ¢ | ¢ . ! :
yRaTEw(g| Hmgdimg | Bmg g L7 LT W AMALr 091, 10| 090, 1.02)| 088, 100
A THIE  [THLE|™] (.00, 1.38)|(1.19, 1.34)
f) ® Voslaprevic® 090 091 097
JHEATEN | 400mg/100mg/ ’ (0.76, 1.06)| (0.80, 1.03) | (0.88, 1.06)
NW8FAE V| 100mg+l00mg | 25mg 0 1.8 1.57 NA NA= %475 L
/voxilaprevir (£|  voxilaprevir' | 1 H 1[a¢|™|(1.09, 1.51) | (1.44, 1.71) ’ a. WO EAEH R b B RS A b R & LR L 72,
) 1H 1 b. MEBMAF DY RATELOEER 2 L+ FREMW)

NA = #4742 L

a. W IOMENET RS MRS % & LCE L 720

b. TAMN)YFEY - FIREN TTT7 )3 TV VERERA
Fil & TRl a FEht L 72,

c. BZFTIENF MY TL - ZLRIYIEY - F)REL T
77 23 P 7 VERIRRAH % Rl e FE L 72,

d. HCV J&gefiE % TVl £ 1L b voxilaprevir OIEFE & % EW T 5
728, voxilaprevir 100mg % B ¥ E L Cilbix FhE L 720

% 16-6 PRGSO T RV OEYTHE/ ST A — & H 2

77800 TRATRT /FHRO7 /£ V0%

WEE | @REORE 7?1ﬂ‘g 215 4 41t (o0 )
Ny Com AUC Cos
o amg | ome 0 07
IVREESE raw | e [P, om|om os] M
5;;;5;& Ong/img | Zmg || 18 167 18l
) ® tatE a0 La| e, 17|07, 190

YARATEN | 400mg/100mg/
A28 AN 100mg+100mg 25mg 1.51 1.67 1.1

/vosilaprevir (£ voxilaprevir® |1 H L[l (1.45,1.58) | (1.62,1.73) | (1.68, 1.80)
¥ 1HLE

NA = #4742 L

a. W NOMEERRER S #RERE 2 R e LCHEML 7.

b. TAN)YFEY - F/KREN TTFT7 )3 F7VEBIERA
il & - CRlBR A FEft L 72,

c. ¥ 77 FENF M) I L ZAN)TIEY - T /REN T
77 )73 F7 VR AH % v CRBRa FEht L 72,

d. HCV i BE TTill S b voxilaprevir DBEFE & % E W T 5
728, voxilaprevir 100mg % B3 L Cilbkx 90 L 720

F16-7 AHN O % B GRO P MO I ERE T A — 5 I

c. ¥ F 7 FENFN) YL - AN)VIEY T REN T
77 xF I F7 X VERIEREH % HeCRlBRE FEf L 72

d. TAM)YFVEY - FIREN TIT72F3 F7VERIERE
il % A CalBR A FEhti L 720

e. TIVET/IEN - AEIAY Yy b - ZAMN) Y FEY - T /K
YV 797 xF 3 N7 VEREECAH % v Gz 320 L /2.

f. HCV J& Y 5 CFlll 215 voxilaprevir OB 2 3K T 5
728 voxilaprevir 100mg % M= L Callas FhE L 720

17. ESPREGIE

17.1 B3R URLMICET 258

17.1.1 ERE#£FS I HERFRRER
PUHIV 312 X 2 IGHEERRD 2 v HIV-1 B GUE B & 5
L. RROFER O et RET 52 L2 HME L
T, FVv7Z7 70l (DTG) - 737N (ABC) - 937
VY (BTC) LY A Y EAIEE LA L EEMRILAT
TER LB ER [GS-US-380-1489 3tk (1489 #ERk)] % 92
L7 EADOT—%) O, BB S 48 J K Ok 5
FRIT-1OEBY)THY ., FRIHT 2 KH5 OIEH M
BRES N GEStE~—T v 1 - 12%),

F217-1 1489 RBERDAE R (GRERSESL G- 48 I, FAS)

1489 ik
RATH DTG/ABC/3TC #
HIV-1 RNA 2% 50copies/mL 92.4% 93.0%
KO EL OB (290/314 1) (293/315 1)
M7 [95.0029% EHEX ]2 Y -0.6 [-4.8, 3.6] %
o ‘ 1.0% 2.5%
TANAFHIBAORE | 5514 ) (8/315 )

Vs 7/ % HIHEESIE AV R
S e e | e s | EV [ % E X CD
BIE | BIEONE | /7Y 3)772 (6t SR CD)
VoL Cas AUC Coi
F3IF
o 085 087 090
¢ )
boraer ring | g | 081080085 00 081,06
o | 0mg/400mg L1 107 .
vk 32 J
SRATEVE 11£C 11|Sf Wow 1on|wo 1] ™
FR— 110 L1 L0
(1.07, 1.13) [ (1.08, 1.14) | (0.99, 1.06)
_ 50mg | 25mg
crapsye | Bme [RTE 18 139 1%
2B | | e || 02 130|031 149 0.2, 189
Smg | 25mg
e mg | ° 1.03 115
34 3 A
ST ] 11@55 11156 Wos 1290w 13| M
Noreloestromin® norgestimate 1.23 1.08 1.10
oregestro 0.180mg/ (L14, 1.32)| (105, 1.10) | (1.05, 1.15)
\ 1 0.205mg/ L5 113 L1
g 38)
IVIARVVEL ) pimg | 7omg (L0, 120|007, 119) | (006, 122
1HIE | 18 | - |15
- _|ZFEVIAN | 1 _ -
;%ij;x b7 St 115 L04 L05
SE-p ¥ ) hng (103, 1.27) 0.9, 110)| (0.9, 1.14)
1AM
Noreloestromin® norgestimate 117 112 1.16
oregestro 0.180mg/ (1.07,1.26) | (LOT.L.I7) | (108, 1.24)
\ 1 0205mg/ 110 1.9 L1
g 38)
IVIARVEEL ) g Zg | |02 119)] 0L0L L19)| 003, 10
1518 | - | 16 |u4
- _|TFZVIAL 1fm¢
S R ) 12 L1 L0
SA-p s ) lhng (115, 1.29) | (107, 116) | 0.92, 112
1H1M
- 10mg
. 50mg 114 09
R _
v i 115 Yoo 19|07 113 M

a) KilllfEIZ FDA snapshot algorithm (ZHEWVERLY b7z,
b) A2 —= ZEECOHIV-1 RNA & (100,000copies/mL 2L F
100,000copies/mL #8) J UMt CREL SKERIAL) % g5l K1
L LT,
c) UTO~@DWEFNHIZ7Y L wbks,
(O¥5- 48 78I HIV-1 RNA & 50copies/mL P L. @& %D
AN & 2 kBl OF DO KM OEHIZ X 2 FikFlo 5
5, AR HIV-1 RNA & 50copies/mL YL I
RH) % P G- 27 314 B 82 451 (26.1%) (2 B R AR AL E
BEE2ETRERARD bz EREWER X, T 19
Bl (6.1%). L1761 (5.4%). FEI 16 61 (5.1%) 45T
otz UKFEEE) o
17.1.2 ERFHE S I AHER PR B
PUHIV (2 X 2 IBFRERA e\ HIV-1 EYE R E 2 0 5
L L. RAOFEMER O ZeMas B T4Z 2 HIYE L
TDTG+xa by sEy (FTC) 7/ KEN TI7 =
F 3 F (TAF) Lo Ay axte LMy b= EE Mk
TTHER L st BR [GS-US-380-1490 3Bk (1490 :Ex)] %
FERL 7 GHEADT—5) W, [REEENES 48 HE O
RIFR1T20EBNDTHY ., BRI T 2 KA OIS
PHGES Iz GESE~—2 v 0 - 12%),



F217-2 1490 HEROKE R GREEESLS- 48 K, FAS)

1490 #BR

AFH B DTG+FTC/TAF #f

HIV-1 RNA #75 50copies/mL

R OWERE DG 89.4% (286/320 #) | 92.9% (302/325 f1)

TE] 72 (95.0029% (EHENK ] -3.5[-7.9, 1.0] %

T AN ZEH LGB OEE | 4.4% (14/320 61) ‘ 1.2% (4/325 f1)

a) KilliEIE FDA snapshot algorithm IZHEVELY b7z,
b) A7) —=r F#ETHHIV-1 RNA & (100,000copies/mL LA F .
100,000copies/mL #4) Je OV#iI CRE. KELAL) % @50 KT
& LCEEE,
c) UTO~@DWFNIciby L wbs,
DF% - 48 JlKF o HIV-1 RNA # 50copies/mL U k. @& %MD
AN & % Hkfl, @F D RIS ORI & % Rikflo )
., ERARRC HIV-1 RNA & 50copies/mL Pl L
AH & B G- & 7z 320 B 57 1 (17.8%) 12 i R A A il
B2 E RN RO S, ERBIERIE. ¥ 13
) (4.1%) . TH1 10 1 (3.1%) L 9B (2.8%) % TdH -
7o (KGERE) o
17.1.3 EFHFESE T AHERR R
FVFZSEL 7NHIEN 53T (DTG
ABC/3TC) LI A IZ& ) 3R LTy AL
A 2RI (HIV-1 RNA & 50copies/mL 7 i ) 2% 1%
LNTWADHIV-L EYERE 2R & L, RANZYE
ATHEOERMER e AR T AL HENE L
T A7) ==V ZRICHIITE N T Wz L U X ki
G xR e L7z E b — EE b TR e atBr [GS-
US-380-1844 #A5# (1844 #l%) ] % Fhti L 72 (PHEIA D7 —
&) 2, HEREE G 48 O RIZR 17T-30L BY TH
D RIS 2 RFI OIS EARGE S 7z FESME~ —

TV 4%) .
F17-3 1844 HEROHER (GBS 48 g, FAS)
1844 &8
AAHE DTG/ABC/3TC ikt

TANVAZRHRBBIOFE Y | 1.1% (3/282 1)
TR [95.002% fEHEX ] @

0.7[-1.0, 2.8] %
HIV-1 RNA #7* 50copies/mL o | o [
KOS OB 93.6% (264/282 1) | 95.0% (267/281 f51)

a) KillfEIX FDA snapshot algorithm IZHEVELY b L7z,
b) UTFO~@DW3FNrliiky L7 wbre.
OF%5- 48 3l HIV-1 RNA % 50copies/mL U b, @&%MHD
KANZ & 2 HkBl. @FRED KNS OBIZ X 2 HikBlo 5
5. IR L2 HIV-1 RNA & 50copies/mL L L
RFN A G- S 7z 282 Bk 23 ) (8.2%) I BRI AT (i 42
WEECRERPRD b, E4REERIE. BH 7 61
(2.5%) S5THo7z KK o
*17.1.4 EEHEZE TR
JFFEL (RTV) iz A% v b (COBD) + 7
oy 7 —vHESE PL: 74 F L (ATV) X5V
F Y (DRV)] +EEASERGREREEESE [NRTI: =
ARV TEIEY - TFREN TV TOF VT IIIVE
¥ (TDF) i3 ABC/3TC] O ffFHIL Y 2 12L& 0. 6
AU EFERL Ty A AZMEHE (HIV-1 RNA #
50copies/mL :iffi) A3 5H T2 HIV-1 K4 ELE %
R E L BANYE: 2 72856 OB MR V%2 G
TAHIEEAME LT, A7) ==Y ZEICHEfT ST
oL VA Uik G- A2 IR L L2 E AL EE R TRE
] e adb [GS-US-380-1878 #tli (1878 #lk) ] % it
L7z BEADT—%) 9, (GERHEE S 48 B0 & H 1L
174D EBYTH Y WIS T 2 EF OIS D5
s GEFBE~— v 4%),

0.4% (1/281 )

F17-4 1878 HBADKR (REFESS- 48 kK, FAS)
1878 Bk

il PI+NRTI kb
1.7% (5/290 f1) 1.7% (5/287 1)

A VAR IR B OHE
BEMIE [95.002% fEHEIKH] ©

-0.0 [-2.5, 2.5] %
HIV-1 RNA #7°* 50copies/mL
R OB OHE 9 92.1% (267/290 #1) | 88.9% (255/287 1)

a) KL FDA snapshot algorithm (ZHEWELY b7z,
b) FO~@DWEF N3y L2 Hbid
¥ 48 58D HIV-1 RNA # 50copies/mL L . @F&%ED
AN & B IEG, OFEEDO KPS DELHIZ X 2 FIEFlo 9
5. AR HIV-1 RNA # 50copies/mL Ll L
AHN % B G- S A7 290 B 54 B (18.6%) | PR 52
HEEUCAERSED SN FREIERIZ. BUE 14 #1
(4.8%) FEI [ ONE4S 2 81 (2.4%) S5 CTd - 72 KRR o
*17.1.5 EFEHE S MAHERRRER
DTG + FTC/TAF Xi& DTG + FTC/TDF OffH L ¥
VAN A2 ) ==y 7R T6 7 AL (NRTIZ R
MHER S N7 XITEEb N L HE) Xix3 7 U (NRTI
BRIMEREN T WIUIEEb N2 WIGE) ML T
A4 )V 2S£ H (HIV-1 RNA # 50copies/mL #:iifi) A%
FHNTWD HIV-1 BRGEBE 20t R & L. KA
R EDENER &R T THZ L2 HME L
T, DTG + FTC/TAF L ¥ % » 2% & L 72 1VE A1k
T EBACATHE e EGAER [GS-US-380-4030 #tER (4030
RED] 2 FERL 2 BEADT— %) O, HEREPEY 48
HEEOAERIIFIT-H5 0L BN TH O RIS 5 AH]
DIBUEIMRES N7z GEBMER—T Y 14%)o F7o0 K
F A& B 5 S A7z 284 Bl AT BlIER— A T A VT T FTC
Wb AR AR T H 5 MI8AV/I AR 5,
MI184V /T A FASFRD & N7 R O 89% (47 Flrh 42 1)
T A8 BME ST T A WV AR AR S L7z, 11% (47 Bl
H 58 TIRBBEOHRGHIREIC LY 48 EEE DY A )V
AT = 7 PN h o 7205, REBRERO HIV-1
RNA #1% 50copies/mL Kiili TH - 72
F17-5 4030 AEROKER GREESESL S 48 JAIE, FAS)
4030 B
A DTG+F/TAF #
A WA RIBIOHED Y| 0.4% (1/284 B1) 1.1% (3/281 #l)
BERI2E [95.001% fSHEX ] » -0.7 [-2.8, 1.0] %

HIV-1 RNA &7° 50copies/mL o o |
R OREREOH S 9 93.3% (265/284 1) | 91.1% (256/281 f1)

a) KilfiElx FDA snapshot algorithm [ZHEVEUY b7z,
b) UTO~@DW§FNnIi% L brE.
D#5- 48 I © HIV-1 RNA & 50copies/mL Ll I, @1%iEo
AN £ 2 HikBl, @F RO KNPSO & 2 kB0
5, AR HIV-1 RNA & 50copies/mL At
KRFN %P G- 72 284 Bl b 46 B (16.2%) 12 ER IR M
B2 EORERPRO SN FREIWEMIZ, B
W OMRTESGNA 5 61 (1.8%) 5T o7z (48 HIi) o [5.2
Z ]
17.3 ZDft
17.3.1 LERICHT 2 &
Yo 777N RS QAL L L CULER
W3 2 AR L. HESHRMHED 1.5 K16 5o
METE 77V eHG LA, QT/QTc R
A5 29, PREEZIERE S E %0072,
IAMYYHZEY AN DY E YD QT/QTe MFHIZ
G2 53 BIARATH L,
FOREN TIT2F I FY WY 48 6] % k5
&L COERMIIR T 2 8 2 50l L. #ESEGH & L 0N
DSEDOHETT /RN TI772F3I Fa#hLizk
25, QT/QTc MM@ICHE %523, PREMEZERE S &
otz BHEADT—%),




18. EEhIE

18.1 1EFAF
I FTTENSR B F I TENEA YT T—F
FHEHTHY ., 4> F7 75— OGR4 L, HIV
DWEHAF A4 7 VIZLFEZR L a4 )L 2 DNA ORLAKE
FICBITLDNASDO NI v A7 7 —%2HET L,
IARNYIFE O T4 )Ty Y, R
EERERHER (NRTD Thh. MBEAERIZLD )~
BRALESNZA MY VI -2 Ve D, TANY
YHEYE-Z) YR, HIVSERERBRICE LT AV A
DNA ~OHUGAA % /- L C HIV 3 %2 1% L, DNA $80
RAEESE5,
T/REN 7T T F I ROREN 5 )KL TT
7xFIPNE NRTITHY., 7/ FKEVOTUNT v 7
Thb, 7 /KN 7T 7xF 3 ik, PBMC LI~ 7
a7y —Ihoh T 7Yy AL XY IKGRE 2 THE
BaNZT 7 R ENVE BEET Do DR, MBLNTY) YL
B, T/RENT) YIRE R Y HIV MR EEEE S
%% 4 )V X DNA NOBGAA % 4 L C HIV 3 % %
L. DNA $HOMfEZEIES 5,

18.2 iV 1V REM
Y2578, ZAMN)VEYEYRNT /EREN T
7 x ) 3 FERABERE R TR L 745 58, A2ty A
W ATHEEASRD S 17z,
Yy 575 )L BAas® v T ) o SEE BRI AR
PBMC. HIk ~27 17 7 — VWML 0° CD4 b
PET VU 2Bk Z VT, HIV-1 092558k Je OVl R 5 B
KRICKH$THE 7 775 Ny 4 )V A% 50 L 720
Y r 777D 50% S HEE (ECofH) 13 0.05nmol/
L &~ 6.6nmol/L D HiPH TH - 7z, AR HIV-1 (2%}
FTAHEETTTITENDY 287 EGRIE ECos fitild 361nmol/
L (0.162ug/mL) T» o720 HIV-1 7V —7 M, N &
PO (794 TA~GrEL) IIRTLIEIZ T 7T
)V @ ECso fifi 13 0.05nmol/L #:{iff ~ 1.71lnmol/L @ i Jf T
o720 HIV-2 1283 % ECso fifilE 1. Inmol/L T&H - 72,
IANYTFE YD v T Y oS3 ERERH R
MAGI-CCR5 Mg #% )2 O PBMC & HVC, HIV-1 O FEER
FEMRL OERRSBERICT 52 Z A M) Yy BV Dty A )L
AR FE L 720 A N ¥ ¥ ¥ 2 ECso fiil 0.0013
~0.64 u mol/L OFFHTH - 720 HIV-1H 77 4 7T A ~
GIZHTAITLN) YYD ECsEIX0.007 ~0.075 u
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Bictegravir sodium (JAN)

1bZ4 - Monosodium (27,55, 13aR) -7, 9-dioxo-10-
1[(2,4,6-trifluorophenyl) methyl]carbamoyl}
-2,3,4,5,7,9,13,13a-octahydro-2,5-methanopyrido
[1',2"4,5]pyrazino[2,1-6][1, 3] oxazepin-8-olate
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Emtricitabine (JAN)

1b&44 © 4-Amino-5-fluoro-1-[ (27 ,55) -2- (hydroxymethyl)
-1, 3-oxathiolan-5-yl] pyrimidin-2 (1H) -one

713 0 CsHoFN30:S

fr t 247.25



R peE~EaEORK

WIRIE K 28 7 = VIZETR T, TR M2 P IVICE
T2 <, FERA v 78 E VD THEITIZ W,

A R 155T

SrBCAREL - Log P=-0.43 (X2 %/ —)V /IK)

—MEEI T/ REN 7T 7 )3 TV
Tenofovir alafenamide fumarate (JAN)

L4+ 1-Methylethyl N-[(9)-1{[(1/)-2-(6-amino-94~-
purin-9-yl) -1-methylethoxy]methyll phenoxyphosphinoyl]
-L-alaninate hemifumarate
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