s % 20244£9 H LT (45500
s 2023418 T ULaT (454hi0)

BB | g
ARG

A 367 /1

R @I S| a=t; -3 3]
EV9FIZENFIIIL-TLN)YZES -
T/ KREIWN 757 2F I NI TIVEREECEE

ED9)E REtE

BIKTARVY® Combination Tablets

E)EE-EMEORFEICLIERTEL

HABR e e an o o
87625

TR | 23100AMX00302000
WEoERaR 20194F4 1

(¥) GILEAD

1. BE
L — =]

BEBMHMXZEHLTVWBIEETE. FEDES5H
IEICE&Y, BEBMRAIBRIZIB TP HHDT.
KEOBEEEHHTH5RICETHEETI_E
ICIEREMDGE. EELTIBINPHIDTEE
TB5I &,

2. B2 (ROBHICEBBELEWV E)

2.1 RHENOR A0 L BHEOE O BEERE O & 2 B E

2.2 ROFEH ZHGFOBRE VT 7 ET U HIUN
TP T NNV, T2 M U KA T =
=M I FIFIVY (UM Va—V R
77— b)) EAHER [10.1 B3]

3. fERk - R
3.1 Rk
W5e4 Yr &Y ©EAEE

77778V )7 A52.5mg (E7 775

Hs - &8 | EVE LT50mg). A MY T%E Y 200mg K
(1 $z) 07/ RENV 757 )3 F7<)VEEE 28mg

(F/7FKEN 7972+ 3IFELT 25mg)

Wbk ro—2, yaAH AT —ZF MY
A, ATTY) VBT AL BER b,
=R b8, v~ 27 a0 T— )L 4000, KUY EZ LT
Va—)v T AL . #Vvr . BBET 5~

IR

3.2 REDOMR
- FE W DT 4 VA T—T 4 VT

5 9883 ) [

K& & R 16mm, HERN 8mm, EFEH) 721mg
Al —F | GSI - 9883

4. RHEERIZHE
HIV-1 BR3AE

5. ®BENXIZHRICEET 2 EE

5.1 LToWwWFhro HIV-1 EBIEEE ICHFT5 2 &

5.1.1 $L HIV 32 X B IEBERERD 7 W EE

5.1.2 7 A4 VAWML OEEES % <. VIV B3 »
HELLEIZBWT ™ £V 25084 (HIV-1 RNA =23
S50copies/mL #Kiifj) g6 TBY, ¥ 5758, T
AN E Y ITT 2 AN AT R S R %
Fi72 9, RFNOY ) FEZPEYTH L TS b
HIV FERERE S E

5.2 ARFNZ X BHEFRIZN 720 Tld, BEOGERBRE L O iEZ%
P A X SEAI M A AT GEAS T BT & 5 VIS FRIBURAT)
#BEIITHI L,

6. AERUHE
WH. BACIZIELEE (B2 57275k LT 50mge.
IAMYHZEELT200mg KT /HREN 7T7x
FINELT2mg #&F) 1 H 1RO 5,

7. BERUBEICEETZXE

71 RHNIE s 5758V F )L, ZAN) DIV
N7 /KN 757253 FT7VERIED 3 0% &
LA TH Do TNHORT % &ECHEF L AL 22w
Sk, Fly T/REN VYT UFUNTRNVEREEE
AN OWTHPH L 2w &,

*%7.2 KRG H%R, 7 VTF=r 70T T2 AN 30mL/ Gk

AT L2 A . MERRILEENT 21T > T\ 5 BE T I
& HEoPILEEEETLI L, B, BITHICAK %
BS54 o8I, EMRICIEHEZ#HSTAHZ . [8.3,
9.2.1. 9.2.2, 11.1.1, 16.6.2 =]
7.3 AHNL HIV-1 BEIEICR L C 1A THELXITH) D DOT
HLHIO, MWOPLHIVIEEFFH LW &
7.4 TN Ty E Y EFHUOEAMNME, 7 A1V AR
EHEL TV I3 7V 0 aEgUGRALHFALRNT &,

8. ERLEFNEE

*8.1 REOMEHICE L CTid, BANOT A FF 4V EO R

DIFEHE B EIZ, BELIFNIRD DB 2 E I kOF
HIZOWT XA LFAZE A%, fHT52 L,

8.1.1 AHNE HIV EGE DOMRBEHRIEITE TIE W &b,
HFI RS E % & & HIV BRGSO A 120 9 B0 % S8
LHElT 2 iR D 2 DT, RHNFG-FllGE O HARIRILO
ZALIZO W TUE TN THBEICHET 5 2 &,

8.1.2 AFIOEMHEZGIZ L B BIZOWTIEBED &L T AR
HThHsbZ &,

8.1.3 HMEDIRRE LIHEAEH L0, RAEFIEL
720 LanwZ &,

8.1.4 RHNIPEHIEH EMEMER AR T ENDH L7720,
AR OFTRTOFEF ZHLEICRET LI L, F/o. K
FICHBEFH MO SR % IR 3 2 56 Faricdiy
FEICHET 22 L, [10. B8]

8.2 P HIV HOLHKI P B 21T - 72 8H T, I
PRIEPUSEBERED IS ST\ b, K5-REHR. Bk
AR L EGEYED A & FEEGME H R A& (v A 3
N7 TV AT LT Ly 7 A, A M ATay A
WA, Z2—F Y AFAEIZL DD D) BT 5 RER
G T D 2 E DD D, T7o, RIERGEORBIZENE
Cfa R (FIRBPEETCERE. 58 MmE,. ¥~ -
L —EfER. 7 RS BT 5 L oWENDH LD
T IS OMEREFHE L. LERIEEY) 2 6EE ZE
THIE,
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% %9,

* %9,

3 KRG FNE., Z LT F= 02 ) T T v RSO
frFEML, 2L 7F=0 21772 AH30mL/ 5570 E
Th 5D & LIHMEFFIME BN 217> T 5 T & 2R
LTl Fio, AHBEGHOEMNLZHRESFICIN, &
HORERFEEFRCBIZETLZ L, [7.2, 9.2.1, 9.2.2,
10.2, 11.1.1. 16.6.2 &)

A TVTRANEIIBIFALI AN VY OEYBIRE L

T ITET ST ds, RGO R A KB
YLD T V7 RAFEIZB VT, Cuax O L7 2R
LIEFENESENTWA DT, HBV BIIES B ERE & &0,
FWER OFRBICIEET A Z &,

S ITAMN) I EVEAORABRIIBWCREEBIEH

L ZFOSBIHEIZABAREICE NI EARBENT W5,

. BEDEREFIHBREICHT IR
A BHHE - BIEEFOH 5 BE
A RBIOBREDSH 52 BER L ZOROEBMEEREE

FJ 8%

T Bl T, RESREOONIHEIE, &S xh
L3 5%, @URWEXIT) L, T /KREN TT7 x5
I N7 IVERE % & 5 5 8A1 0 LR PR R K O R Bk
IZBWT, BEEORTEERHOEFE~—I—D LA
DRRD B, FRBOTLEIIRIE SNz, F/2, PLHIV H
V2 X DIEREREERDS 0 HIV-1 BGYERE IS L, 7/ FE
VT I T7xF I NT7XNVIEBIEE AT A ARG SN
7ERRRER BT, BEEMMET L7ERIASRD B L7z,

A2 BEFRVAIABEEZRHL TVEIEE

RHNOFG & 25613 HERET 522 &, BAE
MWF %2 G0 L TV BETIE, AHoFGHIEIZLD,
B BUSVEIF 20 AT 5 BEZND D B0 FRIZIHUENEDY;
& BT 2 B0 H 5,

1.3 BREREOYR7EFTH8E

VLT FZr 2T T ARCLEY v O EERKT S
&,

2 BREREERE

2.1 BEEOBHEEETRE
IANYYEEOIMPEEN LR 5, HEFFINTENT %
ToTWHRVWEEOERERERE (FLTF=027Y
7 5 ¥ AH156mL/ 43 BLE 30mL/ ) EAP R E L7z
g R B BRI F L T v v, [7.20 8.3, 10,20 11.1.1,
16.6.2 1]

2.2 KEIBRLBE

IAMY) I ROTF 7 RE VDI EREDS EHT 5,
Y2577 VDM EENET T 5, HFFmEN %
ToTWEWRMBARERE (VLT F=02)T T A
A3 15mL/ 7 Adi) FRIR & L2 BRR BRI FEE L T
Vo [7.2, 8.3, 10.2, 11.1.1. 16.6.2 &&]

3 FFeEEEaE
3.1 EEORERERE

HEDHREREERE 25 E L2HRBREFEREL v
Ve [11.1.2, 16.6.1 2]

.5 11i%

TR AR L T A ATREE O & 5 thicid, g LoA
wEDSERE A RS EHE SN GEIIOREG T 5D
LoMbd A 777 —EHEETHD FIVT 77 ENVTIE,
WYL CHEAT DS ZE I B\ T EINE S 0Bl 7 &
DOMFREHHEEENHE I N TWD Y, Btk ()
ZBWTT /) FENVDRBREANOBITIHE SN T 5,

9.6 RILIF

BHAERHITSELZ L, BWEE (T ) T2 779
EOVIEFLIT Iz m S, JRIBICRBATT 5 2 e s
TWwh, 7/ RELVKEPLA M) ¥ EViZe FELITAD
BIDPHE SN TVD 2, B o HIV EGUERE 1L,
FLE O HIV e % @) 5720, FLRICRFLE 5 2 v E

EMEFT L
9.7 /INREZ

NBEEZFRE L2 BRRBRIZFEE L T,

9.8 SiE

BHEOKREZBE L 2P OHEEICKREG T2 L. —ikIE
BRI TLTBY . AIHERCHOEROGHAZ .

10. HHEEA

Y2527 50N 0CT2 i " MATEL # lHE ¥ %,
CYP3A KON UGTIAl O#EHETH 5,
FIREVKROLTL DYDY SO RERIKA S & REEY
TR PRAIE s X D B s s,
FIREN 7772+ I N7 PHEEDN (P-gp) OFEE
THb, [8.1.4, 16.7.1 ]
10.1 RS BEALAEWVWC &)

(2.2 2]

L7290, KF ORI
PRI L AFN 5T
T AN FEET %
TREMEA D D T & A
5. LW &,
/. 7/ KEN
7o 7x)F I FOM
LR E LI 5
TREED D % o

BEH 7,55 FRAER - IEHEE | W - ERINT
V77T 25758 Lol) 77 v ¥EY O
77vY) B % B MK T 9 ICYP3A. UGT1A1

B O P-gp @ A
JAIZX 5720,
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R =Rl Ay
(b -Ya—rX-
J—b) EHER
[2.2 Z0R]

Yo7 777NV K
T /KN T
7 ) I FoMmiEsg
REPKT T 5 7
O, KA OR)H DS
gL, AANIHT 5
M PEAS 5 B4 2 ) g
%23 % o

Zh s oA >
CYP3A J¢ U P-gp ®
FHENEHIC L 720,

10.2 HAZEE (FAICEFETSE_L)

BRI LA o

$EH 4455 BRI - i B | W - ek

|SPI AV = N ELVIHAZROMSEY 727 75 LD
RN EAH$ 5 72|0CT2 K& U8 MATEL
O, ENVIVHAZ RO HEERIZE D,
BERLEMEHELTIELVY A4 = FOHE
e SN EE S HE S D ITEE
Bk, L e D E DD B
MBS I E Ve h 1 = ROk
Y DU D Do BR800,

V7 r 7T s r 78V EIIRS 0RO
7 /ARl T 7 |CYP3A KU P-gp @
7 = X ol FHEERICL 5700,
BENKT T 572
O, KHORhA D,
gL, RANCHT 5
i 14 AS S 35 5 Wl i
DD 5

7Y F Y777 ENVoM|T ¥ % - ¥ o

CYP3A K UFUGTI1A1
OMEFEHICL S
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TR L
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[16.7.2 2]

Y7577 Nolll
EHRRENERT T 5
720, RHFNFINS
DOBHI DI 2 W [
VL BT o 32 5 34 4%
SNb,

Yr T IEVng
iR A A > & § k(%
L— 1) 2B L%
S S B 72000

AL ANV AEA
B (7)) A ME)
[16.7.2 2]

Y577l
B EMRT 5 %
72, IS OHF %
PRI Y H1E &
RICAH 2 F 55 %

AT
i A 4 > & gk (F
L— ) I Lk
W S b 720

EEECBEL, &
ZZIH L TA MRV
IV ERBET S SE
EIIHRG 5L,

ZENEREIN D,
AFERNVI ANKVIVOMEY s 5777380
[16.7.2 Z:H4] A E A 5.|0CT2 & O° MATEL

DHEIEHIZ & 572
a{)O

T rur INHOEF, T/ HEEREOBEAIZ X
INT Y 7O EVIERRI ARV AT A ) [ 57280,
¥ T H Y YOI

VA 7OV EREAL, 2hb

TaieiE DIEH TATARANZ &
LEERSR 2 BMY
DURENED B B o
* k[BHEUA AT LER | NS OEH L OB T/ AE VRO A T
[8.3. 9.2.1, 9.2.2, | FIEMT 2 T LD E|) 2 ¥ ¥ AT EITE
1.1.1 28] F L, TORERME S LR
M~ O Re B %12
IOHEES NS 720,
1. BMER

ROBWER S b b Z &2 5 DT, 8%+ 47
W, BEATERD SN ARG kT B 7 S 2
WEXITH Z Lo
1.1 EXEEIER
1111 BREXIIEEOBHEEES (FHEAH)

ER A, BAS, ST EE, AR SRR E
77 v 3= —EMGRE, ST RMEEIIE, BRI L
EREOEEOERERENH S LNDL I ENHDHDT,
BERARAE 12 BB A0 b N2 A1 1d, 52 ik 5
U RMEZIT) 2L, FICEREEEOBAND
BESLEBMEDD 5 HHI PG SN TV B EETITEET
L2k, [7.2. 8.3, 9.2.1, 10.2, 16.6.2 Z:/#]
MNA2IBT7O =2 ZARVEBEEICLI2EEDFELX
(RBRHRT) CHEEASHR)

FLRT ¥ F— 2 A AT IFHINE a1 2558 o AL 2 BRIRAEIR 1%
WAEERE (T3 Iy A7 29— PoaMn L)
DR LN AT, RFORGx— i35 2 &,
FRIOHRBDOEHRIN T 2 /3 2 BEIIBWTUIFEET AL 2
Eo TAHM)YFE Y LET /) RE V% ETIE RN L
FEEHESE O B 5. T NS O iETIc L) . B
GHEET Y = AR ORI E I L 2 EEOIFER (B
W) D% EnTwb, [9.3.1 2]

A 29% Bk 03%g§j% R
EWEOCET . BT, . %
G TN
B G AR O TG
s
AR EARE WO
B i B
AR B
- R HRE Ba
RO 5
DIRTE
G RE GBI

T PO B
BARE RIRAE. R
2, ERREE.
o >&%55. E
U F—R
B
TR HrLT7T=
Yo T TV
AP
13. BERS
13.1 B

Y7 77T CIVIEIMEEEE & OFRSEFENE 20, M5
R OMEIEGENTIC & ) B SN AW Retk vy, =4 -
DHYC RO TIREN TITT7 ) ORI TH S
7/ RV, MEETIC L) —EEE s b,

14. BREDEE
14.1 EEZFEFOEE

PTP W OFEANL PTP ¥ — 2600 L TIRHT % &
IFRET L L, PTP ¥ — M OREFKIZE D TV EAEL
INEER AR A L, B3Rl B 2 L CHERBIH 2550
BELGAHEZHEST LI LND 5,
16. EHBNRE
16.1 MigE
16.1.1 BERAICH (T 2EYHEE

TR NS AF & Z2JEIRE ISR 3% 5- L 72, ¥ o7 7798
Ve ZAMNYSHIEY, FIHREN 7572F3 FROTF /%
YOV OEYBhRE/ ST X — & % F16-1 1R T ¥,

#16-1 Y7 ¥ VERAGFREREORSROY 7 778, ZA M) VY
Y, 7/KEN 7572F3I FROT /) REVORYEEE S

A—%
e s e | T/ EREL _ -
277N | ZAM) IS P57 T/ RENV
Cnex 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)
ti2 17.0 18.0 0.35 46.2
(hr) (11.8, 23.4) (10.7, 39.1) (0.25, 1.15) | (36.1, 106)

11.2 ZOOEIEAR
. 0.3% L\ 2%

B 2% LL L i BEEAW]
Lo B
TERRE SR ITEh IR | (IR
E4%
GL s Bl T fER. NEERE

i MR JE
S, LA
B R
&, AR

BN O PRI BRIR

Crax 208 AUCui @ P31 (CV%)

tie s HOME (R/ME. FoKME)

WEREH 256 (57 /7 KEIN TI72F3 RO tue KO AUCu (3 24 1)
16.1.2 A HIV BEEIERE ICH (T 2 EYENRE

BN HIV &G BF AR R & [ERE LR G- L 72D, €7 779
El, TAMN)YFEYREF/REN 75723 RO#EY
BHE/NT 2 — 4 %2 £16-2 1" WHEADT—5) 9,



F#16-2 © 7 ¥ VEREGHENERIKGHEOE s, 777N, A
M)V EEYROT/ARE)N 757 xF 3 FOEYBYEE S

FGA—H
e | TANYYEE | FREL
EI77IEN 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)
Ctrou;{h N
‘ 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 ¥ (CV%)
tuz L FPORLE (R/ME, BOKMH)
NA : 47 L
a) GS-US-380-1480, 1490, 1844 J% U 1878 SER TR 17z 77 BIO
F— 5 ZRCEYBERT (2777 EVROIA MY TS
E D Curongn Z <)
b) GS-US-380-1489. 1490, 1844 J% 0" 1878 SRER T 5 17z 75 0>
T — & % o 7o S B RE AT
c) GS-US-380-1489. 1490. 1844 Jz 1" 1878 5l T 5 L7 74 Bl D
T — & & I 72 S B RE AT
16.2 BRIR
16.2.1 BEOFE
Y777 e e @RI ARG L 2o a ., 2R
L HART, AUCii KU Crax 1 EZILZ1UE 24% K O 13%
L L7z FERIC, HIEHEBIEOY 7 77 7 LD
AUCis B O Cunax (&, ZEJERF & LT LA L7
BEHIITLAN) VP YD AUCK B RIZS o/
W5 IR EIEIRCE G- L 72 A . Coax (ZZEPEREIZIEA
T 14% WA L7z
T/REN TTT7 )3 FemRI SRS L7
W D AUCus 13, Z2JERE & JTH 67% Lot L7z. i
I EAERURE O AUCns (X225 IR & HTHY 48% 151 L 7225,
Coax XA Z T o7 BHEADTF—4) 12,
16.3 9
Y7778V BW I vitro BRICBVT, b b#EE
FICK 3 24563132 99% 2 2 Tz (EEERoE A1
#10.25%) o In vitro & ML/ MEEHIEEIIE0.64 TH -
720
IARN)THZEY Y n vitro ERICBWT, b MSEE
FUZH 3 A A%1E 4% K TH . 0.02 ~ 200 4 g/mL
DO CIRE DB L 2\ = h o7z,
T/REN TTT7 2SI RO EERRER TR L 7o Mk
2B 5 ex vivo TO L MIFEEE I T 5 EAFITH
80% TH o720
T ARENVT L In vitro REFIZB VT, & bR I
T AHREAHFIL0.7% KM TH Y. 0.01 ~25ug/mL Difi
FCREOEELZ T ol WHEADT—%),
16.4 a5
Er 777NV F TR R E AR THY
RIS SN E 2 77500 o 90% B EHIIZ L )il
KL720 In vitro RHEERFIERBICB VT, ¥/ 7775
EOUiEF12 CYP3A ROV UGTIALICE W R s b 2 &
WRENTZ
ILAR)YHZELY e T, A MY VY Y ORG
. 3-ANEFY RIUT AT LAY =2 AR FHS5EO
¥9%) +AHF A= VETOEILE, 2-0- 7 V= F
R FR5mOf4%) THV s u YA PO S
ARSI,
T/REN TTT7 2SI RO e ik, R
HHEREETH Y. LRSS T /R EV TI7 2
F 3 Ko 80% HAMCHIZ L W HI L 7ze In vitro #ERIC
BT, PBMC (V) ¥ $Ek K U2 o flio> HIV O FE Al
Eat) RO<osu7 7 =007 7Yy A RO
DHANEFIIVIATT—E1LIZED T/ FE VIS
NWizo In vivo BERIZB VT, MBNTT /AL (1%
W) MRS Ntk HEHEREMCH LT/ kE
W) VEEANEY) YR bE Nz, CYP o PR HLARE SR

Rz m vitro BRICBWT, T/ REN TITT )
I NI CYP3A Thyaicf#@sne GtEADT—%),

16.5 HEt

s 77l ® FICHREICE DL L. BiE2S
DOREAEDO LT H PR (FGEOK 1%) 1 F TR #
BTiE v, YCHERRE 7 7 7 T E)L e RS- L 72
L&, BGEON60% PBREE, TATVIE - R
Uy -Y 25780 -3 AFA HEERDZFDMmO
WM OMALHEY & LCHapp s B S 7z, JRA R EE
1235% THY., EaR#WICrF S0 V0
VBTE R O F OO OBRLCEY .. B ENS
D 2B DGR TH > 720

IARNY VIO BT T ANRRE S LT F =
)75y A% Ello7Z Eh b, RERMES M &R
DREBY L DM 712 & B HRIAVRIZ S 7z, HC R A
MY RRGL2E EORT (19 86%) RUHS (f
14%) 75 OFEILERIL 100% THh - 720 58D 13% )8
SHOHEERHY & L CRAIZEE 7z,

F/REN TI5T72FI R 7 REMICRBI SN
By BEES NG, B S ORBIUEO b3 PR (2
HEO# 1%) 1ZFELBEHTIER V. 7/ A& EVIE Bl
TOMRERME S M & JRHE O REBY O 412 L 1) HRlE S
Nizo REEEREREICUCERT / REV 797 2F3IF
TOVERE A WG Lk &L R0 47.2% s
12, 36.2% SR IR S e, o FEEAHMWIE T
RENTHY, FTHD 9%, JRFD 6% % b7z, Tz,
WHEED 1A% DT /RN T 7253 FE LTRE
WHRIEE e BHEAD T — %),
16.6 FHENEREZH T 2EE

% %16.6.1 FIREEESBEICH T 2EYEIRE

Y57 END  mSEEOITREREE R A 5 RE
\Z¥ 7 777 ¥ Tomg & Hal$ 5 L 72D AUCw KUY
Crnax (X FFREREIE WS & HRTENEN 41.3% K Y
36.5% KT L7ze LA L., HEEEFERRESEREO Y
7777 N OMBEEAIEG AR FRIE, FREIEEHR
FHEHARTEW 2D, #EHRY 7 777D AUCn K&
U Crnax 13T EECRIBRE T o 72 (RN AT T35 MH D
X 77 ~ 83%) o EEDFHEREREEL AT 2 0BEICE
U B BB RE IR L T e,

IAM) VYUY RS LA T A HRE B A3
WENRE IR L T e,

T/REN TTT7 )3 FED PSRRI E R & R
T BESUIPEFEEOMIRRRERE L A3 2 0BE 12T /&
YV 797 xF 3K 25mg HHEFG LZEBEOT 2 RE L
797 xF 3 KO AUCint B O Coas (T BREE O BT HEAERE &
AT AHEETIZZENENT 5% KT1L.0% T L,
HEHEONBERET F T2 HBE T ZENZEN12.7% K
W 18.7% L5 L7z JFHERB IR #ERE & T ¥ X
FHEFEOFRRREE L 6T 2R E T/ RENV T T
7 x5 3 F25mg &AL L7ZBEO T/ RV D AUCi
B Conas (2 BEOIARRERE S 2 F 3 2 HE Tl ez
110.8% MU 3.0% KN L. HEEOFEREREE AT 5
WEERE CIEZ N2 2.8% TN 12.4% KT L7zo FFHERELE
WERE & T, EEORREREE L AT RIS T
JAREN 7T 7x) 3K 25mg wHEFG Lo T /K
EV 777 xF 3 FORER L OISO AUCne K
O Conax (X ZNZEA46.0% LU 54 9% KT L. 7/ FE N
@ AUCins 2 U Cinax 1321241 36.9% % UN10. 1% KT L 720
BHMAEFR (EEOMHEREEE %A 5 #EE T 37.8%.
FFFEREIEF SRS T 20.4%) THRIIEL7-& &, EEOHHE
REMRE 4 AT A0 B 2R GEAAD 7/ %
YV 757243 FO AUCu KU Coax 1. FFAEREIEHH
By & LR TENZING5.6% LN 17.8% T L7z (FHEA
DT—%)e [9.3.1 2]



% % 16.6.2 BERERTEEICH T 2EYEE

Y757 s®  wEOBKEEE (FLT7F=r 2
)79 ¥ A 16mL/ 4Ll b 30mL/ 4 oKi) AT 4 Hlg
HIZE 7 777 Y Tomg & Hil$x 5 L 2B o miEk e -
T 77 N OFEERIN O IERE ERLO#E AUCint M O Cnax 14
BARRE LB RS L RTENEIN 27% KN 20% KT L
2o BEOEREREEZE T 2UBMEOL s 777 ELD
AR H IR AR 3RIE, BRI RS & L _TEw
7280, WHER Y 7 5 75 D AUCint S OF Crax (31 [
THBETH > 720 MEFFITEN 217> TV 5 KHIE A4
(ZVv7rF=r2)75yA:15mL/ ki) #ET S
HIV-1 JGeE B ICARK 2 1 H 1 RS L 72 ol
ey 777 CVORETR OIERHETLDOR Croun (X,
B RE IR R HIV-1 r@tmﬁ%%aﬂ:«f 65% o 72 ™,
IANYTHZELID  EEOBEREE (2L TF=r
7)) 75 v A 16mL/ 4 P F 30mL/ Vhﬁ) R BB
Bz b)) v 7 ¥ 200mg & HEF G- L 720 AUC
KO Coaxld Z LT F =220 T T2 A5 80mL/ 558D
Bl & T IR 200% K ONR 30% 1AL 72,
HEFRMBGEAT 21T > TV A RBIBEARE (LT F=2 7 ‘)
7T v A 16mL/ 3Aidm) AT 5 HIV-1 &G E B & 12
WVETZ7IE)N - AT AYy b ANV IEY - T
KRNV 7T 73 N7<)VEEERLE%] (150 - 150 - 200 -
10mg) % 1 H 1[BIEEG L72BED AUCu M U Coas 134
B HRRE IR HIV-1 IRGUiE B & T2 21 438% KO
137% LA L 727,
FIEREN TIT )3 F‘ BT RHERE IR R R &
AT, EEOERERESE (VLT F=r270T IR
156mL/ %3Pl | 30mL/ 43 %(ﬁﬁ) R HWEREI T /R
V 797 xF I8 2mg x G L2EoT / RE )V
777 x5 3 FO AUCut X Conax 1E. ENEN 1.9 5RO
1.8f5 AL, 7/ RENVD AUCint MU Cnax 1&. FNEN
57RO 2.8 15 1A L7ze BREREIET HIV-1 BGuiE B
AT, HEFFIEENT 21T > TV ARIIEARAL (7L 7T
F=r )T I YA 16mL/ k) AT S HIV-1 g
ERFICTIVETFSE N - GV ATy b ZAN) U

Cr -7 /R8N 7I7xF I F7IVERERAH] (150 -
150 - 200 - 10mg) % 1 H 1 MIKERS- Lo T/ R
®D AUCuu LU Conax 12 FNZEN 270K 2.4 0™, 5
JHREN TF77x2F I RO AUCust MU Coax 1 £, ZNEN
LOREE L1 ETH-72™ GEADT—%), [7.2.8.3.
9.2.1, 9.2.2, 11.1.1 ]

16.7 EMHEEIEA

16.7.1 FEERERIC &1 2 EYHEERRR
Yo 577N 0 ¥y 57T Y Lid P-gp & U BCRP
DFHEETHY), OCT2 KO MATEL IZxH3 A HEER %
w72
I M) YL In vitro TIZ OATS DERETH 5,
T/REN TT7x2FINY I FIREN TTT2F
Fid, P-gp M O°BCRP ®IETH 5, [10. ]

16.7.2 BRERIC B VT 2 =Y EERRR
YA AAER RO R % K 16-3 5 £ 16-7 123 (U
EADT—%), [10.2 ZH]

F16-3 PFHEHEGHOY Y 775 U VOIEYERE X5 2 — & 112

v A BEFES / EHEHEEO 7 77 T €V
ik HEORE Seu | EIEEE T - S 1L (90% FHEXH)
Cos AUC Cai
300mg+
THFFEN(E] T€YAT YN | Tomg 5 1.31 4.06 NA
K 150mg ] (1.3, 140 | 3.7, 4.30|
1H1
TYFFEN (R 400mg Tmg | o 1.8 4.15 NA
)Y 1H 10 ] (1.23,1.39)| (3.8, 4.5D)|
800mg+
YUFEN (] 3EYRIob | Tmg [, LA 174 211
) 150mg TATE || (140, 1.64)| (1.62, 1.87)| (1.9, 2.29)
1H1
: ;x"fév’ﬁé WAy | Tomg || 098 1.0 104
)@ TALTE | TATE |7 [0.94, 1.039)] (0.97, 1.03)| (0.99, 1.09)
V77757 (%] 3mg Tmg [ L] 0.80 0.62 0.4
R VHLE | LHLE |]0.67, 0.97] (0,53, 0.72)| (0.37, 0.52)
1 \7/{7 ;‘k N 600mg /”5mg 5 9.72 i 0.25 i NA
(1) 1A1M H (0.67, 0.78)] (0.2, 0.27)
JRATEN | 400mg/100mg/
NWIIAE Wmg+ltmg | g || 098 1.07 110
/voxilaprevir (£ voxilaprevir |1 H 11 (0.94, 1.01)| (1.03, 1.10)| (1.05, 1.17)
9 1H1M
fﬁ) I:j’ S/“ WV 300mg /‘iy')mg 5 1.09 1.61 NA
(%eims) 1H2M| H[i] (0.96, 1.23) | (1.41, 1.84)
T
g kﬁg’ﬁﬁ 2mL Smg |, 0.0 0.21 =
) ¥ B (8O H® (0.16, 0.24)| (0.18, 0.26) o
& I B
;’Eﬁ%ﬁégg 2mL Smg || 0.9 0.87 =
e B (O HI® (0.88, 1.00)| (0.81, 0.93) ’
th/ Z2HER) ¥
g’”ﬁ%ﬁuﬁ; mL? dimg [, 042 0.48 w“
i 0 | @D | A 0.3, 0.52)|(0.38, 0.59)
f;r L
;’fiﬁg’fﬁ 2mL! Smg || 051 0.53 -
) o BE )| BEC 043, 0.6 ] 0.4, 068
”ﬁ;%ﬁf 1200mg img || 058 0.67 w“
o B[ HEC |05 0.60]0.57, 078)]
/ %5
V3 G AR
| 120mg Smg 0.90 1.0
VHALRRES g g [Mlom 1o]os 1] 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
1 ks : : )
ﬁﬁgﬁfﬁw ) gt M oe 08|om 0w M

NA=#%47% L

a. W NOMEAEHRER D R 2 & LTI L 72,

b. ¥ 577 ELVF I )T L - A N)THEY - T /KREL T
77 2 I F 7Y VESRRCGH & TR 2 F2fi L 720

c. HCV BHEEETTHI SN 5 voxﬂaprevlr DIEFEE T EWT 5
728, voxilaprevir 100mg % B3 & L Cilbix Fh L 72

d. BAEREEANL, ImL HIKEE7 Vv 3 =7 & 80mg. KERIL~
TR AL 80mg MUY AT 8mg FEHT Ao

e. B IROF G LZEWEREIZAT 5 720

#16-4 BEASEHRGROTL M) 25 E X OSEYTE T A -5 L0

HFIGERES / OB O L b Y vy Y

o x| BREREERROZA Y
% REORE | L0 | | OFEWBE ST A -5 1 (90% BEXH)
AL
Co AUC Cor
5;;‘ 7?‘;)»’(”& Simg/Almg | Almg |, | 0.9 0.99 103
a4 vt || 00610 0%, 10|09, 107
VEATE V| 400mg/100mg/
Ap55AEN| Womgtllimg | Dg || 08 0.% L1
oslaprevir (8] vosiaprevie: | 1B 1 || (0.8, 0.99)] (0.9, 0.97)| (105, 1.16)

) ¥ 1H1E

a. W NOMEEHRERS EHERERE 2R e L TEML 72,

b. €75 7JENVF M)A - ZAN)YIEY - T )KRKEL T
772 I FT VIR AR & TRt Efi L 72

c. HCV JEGE % CTFilll S 5 voxilaprevir ODBEEE & % 3E KT %
728, voxilaprevir 100mg % 8138 U Calbi % 305 L 72




#16-5 PHISEHLGIEOT /RENV 757 24 3 FOEYEE T vys| 7% BEMEOEMHAE ST A—F 1
A= e T lew 7l (90% fE X CD)
: e emEong | sov| . | 3
ey 07 /RO 75 B | WRRORE | 798 5o a T e | o
- cmsma | oon || 72F T FORMEE T -1 (90% FiF S .
GiES fEofE | 7777, "
ol EERE) SEATELD Lu 109 “
) Coax AUC Cain (104, 1.25) | (1.02, 1.15)
el 30mg g 0.43 0.46 U ) 103 L0 101
e I e e T T GS-331007 | e/ W0me/ | Sme | Zmg | (5 091 0611 1,00, 1.06) | (0,98, 1.05
VIRALL - . loo‘fé*foﬂomg llﬂE 1lr? 0% | 0% | om
. oty 78 . S s . . .
vka7ey (| Omgdlng | Bmg g L7 LI WAL (01, 1.01) | 0.9, 102)| (088, 1.01)
A0 TH1E 1A 1E<|™| (.00, 1.38)| (1.19, 1.34)
) ® S 0.9 091 097
JEATEN | 4H0mg/10mg/ y 0.76, 1.06) | (0.80, 1.03) | (0.88, 1.06)
NW8F AV 100mg+l00mg | 25mg 0 1.8 1.57 NA NA= %47 L
/voxilaprevir (| voxilaprevir® | 1T H 1 E || (1.00, 1.51) | (1.4, 1.71) ’ a. WO EAEH R L B RS A b R & LR L 72,
) © 1A 1H b. BRI O Y R ATEVOEER 7 Lt v FREY

NA = #%%4% L

a. WO ENE SR MRS 2 5 & LCHER L 720

b. TAN)YFEY - F/KREN 757 x2F 3 F7NVEBERAE
Fil % TRl A FEht L7z,

c. BZFTIENF MY TLA - ZLRIYIEY - F)REL T
77 ) I F7 X VERIRRAH A Rl L 72,

d. HCV &4 % TPl S b voxilaprevir DFEFE & % E M 5
728, voxilaprevir 100mg % B3 E L Calbix FhE L 720

#16-6 PEHEEGEOT / RV OEYTHE/ ST A — & H 2

FIREN |, | MRV / FEBEREED T 7 L 0%y

BEE | @REORE 7?1ﬂ‘g 215 4~ 41t (00 EEH)
Ny Com AUC Co
o amg | ome 01 0T
VLS raw | e [P, om o 0s] M
5;;;5;& Ong/img | Zmg || 18 167 1.8l
) © vt a0 La | e, 17|07, 190

YARATEW | 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)
) ® LHLH

NA = #4742 L

a. WINOMEERRER S T 2 R e LCHEML 72

b. TARNYTHEY - F/REN TTT7 23 F7IVEERE
F 2 FCRBRE 92t L 7o

c. ¥ 77 FENF NI L - AN)VIEY - T KRENL T
772 F7 VIR AH % v CRBRa FEht L 72,

d. HCV i B TVl 2 b voxilaprevir DBEFE & % W T 5
728, voxilaprevir 100mg % B3 s L Calbkx 9056 L 720

F16-7 AHN ORI % B GRO PO I ERE T A — 5 I

c. B2 F 7S NLF M) L - ANV IE Y - FIKREL T
77 xF I F7 X VERIEREH % M CHlBRE L 72,

d. =AM M)HEY - FEREN TT7 )3 RTIIVERIERLE
il % A CalBR 2 S hti L 720

e. TIVET/IEN - AEIAY Yy b - AN FEY - T /0K
Yl 7973 N7 VEREECAH & v Gl 5206 L /2.

f. HCV &Y B CFlll 21 5 voxilaprevir OB 2 3K T 4
728 voxilaprevir 100mg % M= L Calla% FhE L 720

17. ESRREIE

171 BMERUREMICET 258

17.1.1 ERE#FSE I HERFR R
PUHIV 32 X 2 IGHEERRD 2 v HIV-1 B GUE B 2 5
L. RROFUER O EERET A2 L2 HE L
T, FVv7Z7 7€l (DTG) - 737N (ABC) - 937
VY (3TC) LY A Y EAIEE LA L EERILAT
TER LB ER [GS-US-380-1489 3t (1489 #Ex)] % 92
L7 EADOT—25) O, BB S 48 J K Ok 5
FERIT-1OEBY)THY., FRIHT 2 KH5 OIES D
BRES N GEStE~—T v 0 - 12%),

F217-1 1489 RERD#E R (GRERSESLS- 48 JIE. FAS)

1489 ik
ki DTG/ABC/3TC #
HIV-1 RNA 2% 50copies/mL 92.4% 93.0%
KO EL OB Y (290/314 #1) (293/315 1)
7 [95.0029% EHEX ]2 Y -0.6 [-4.8, 3.6] %
. ‘ 1.0% 2.5%
TANAFHIRAORE | 5514 ) (8/315 )

vrs 7/ % HIHEESE AV R
—— e e | e | ! % E X H CD
BIE | BIEONE | /oY 3)772 (68t SR CD
[ S Ao AUC Coi
F3IF
o 085 087 090
RIS l/w
v ring | g | 081080085, 0 081,06
s | 0mg/400mg L1 107 .
vk ) J
SRATEVE 11£C 11|Sf Wow 1on|won 1] M
F— 110 L1 L0
(1.07, 1.13) | (1.08, 1.14) | (0.99, 1.06)
_ 50mg | 25mg
A bApLYE ﬁznlil LA 1H 30 (125%36) <13i3?48> 1 21'3?1
tge | e | VA 1] 3L 182138
50mg | 25mg
It ey g | SO M
B e | e | |08 129|000 13
Noreloestromin® norgestimate 1.23 1.08 1.10
oregestro 0.180mg/ (L14, 1.32)| (105, 1.10) | (1.05, 1.15)
\ 1 0.205mg/ 115 113 L1
g 38)
IVIRRVVEL ) pmg | mg (L0, 120 | (007, 119) | .06, 122
1HE ||| - |
- _|ZFEVIALN | 1 _ -
Lf,‘w;x b7 St 115 104 L05
SE-p ¥ ) (hng (103, 1.2 0.9, 110)| (0.9, 114
1AM
Noreloestromin® norgestimate 117 112 1.16
oregestro 0.180mg/ (1.07,1.26) | (LOT.LI7) | (108, 1.24)
\ 1 0205mg/ 110 1.9 L1
g 38)
IVIRRVVEL ) g Zng | |02 119)] 0L0L L19)| 003, 120
1518 | - | 16 |u4
- _|TFZVIAL 1 ¢
S S ) 12 L1 L0
SA-p ¥ ) hng (115, 1.29) | (107, 116) | 0.92, 112
TH1M
- 10mg
. 50mg LU 09
R _
i #l 115 Bos 19|07 113 M

a) KilllfEIZ FDA snapshot algorithm (ZHEVWELY b7z,
b) A7) == ZEETHOHIV-1 RNA & (100,000copies/mL LU T,
100,000copies/mL #8) J OHuIs CRE. KELIAL) % @50 H -+
L LT,
o) UTFO~@DWIhnrlliz L wsk#.
OF%5- 48 sEIFE» HIV-1 RNA # 50copies/mL Ph b @&%MED
KU X B ikl @FYED KDL O BN & 5 H kBl o 5
5, AR HIV-1 RNA & 50copies/mL Ll I
AHN %P G- S 72 314 Bk 82 B (26.1%) 2 ERIR MK
BE 2 ETRERARD SNz EREWER X, TH 19
B (6.1%). T 1760 (5.4%) . FEFE 16 B (5.1%) T
o7z KR .
17.1.2 EREHFESE I AEERKRER
PUHIV 312 X 2 EERRERA 70 HIV-1 BgeE B % %
EL. AHNOFRER VP LRENELHE T2 HIE L
TDTG+xa b))y y (FIC) 7 /HEN 777 x
73 F (TAF) Lo Ay axtie LMy b EEHE
1THER sl BR [GS-US-380-1490 7Bk (1490 #tER)] %=
EhiL7z GHEADT—5) W, HERIESS 48 EFF O
RIFR1T20LBN)THY ., BRI T 2 KA DOIELE
MRGES I GEBEY =YY 0 = 12%).




F217-2 1490 EROME R GREEESLS- 48 ik, FAS)

1490 #5x

F17-4 1878 HBADKR (REFESL S 48 K, FAS)

AF B DTG+FTC/TAF #f

HIV-1 RNA #75 50copies/mL

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

1878 Bk

ARFHIHE PI+NRTI kb

T ANVAERREBIOFE > | 1.7% (5/290 f1) 1.7% (5/287 B1)

TR (95.0029% fEHEDC ] -3.5[-7.9, 1.0] %

REMIZE [95.002% EHEXHE] -0.0 [-2.5, 2.5] %

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

a) KilMiEIE FDA snapshot algorithm IZHEVELY b7z,
b) A7) —=r F#ETHHIV-1 RNA & (100,000copies/mL LA
100,000copies/mL #8) J O#iI CRE. KELAL) % @50 KT
& LCEEE,
c) UTFO~@D N i2igy L wg.
OF%5- 48 3AKF o HIV-1 RNA # 50copies/mL U k. @& %MD
AN & % Hpkfl, @F D RIS ORI & % Rikflo )
5, B RARRC HIV-1 RNA & 50copies/mL Pl L
AH % Be G- & 7z 320 BIH 57 1 (17.8%) 12 i R A A il
B2 ECEERZRO S, EREIERIE. ¥ 13
) (4.1%) . FH1 10 1 (3.1%) EL 9B (2.8%) % TdH -
7o (KKGER) o
17.1.3 EREHFESE IAHERRHER
FVFZSEL 7NHIEN: 53T (DTG
ABC/3TC) LI A& 3 EER LTy AL
AR (HIV-1 RNA & 50copies/mL 7 i ) 2% 1%
LNTWAD HIV-L EYERE 2R & L, RENZYE
AIHEOERMER e AT AL HNE L
T A7) ==V ZTRICHIITE N T Wz L U X ki
Gt e L7 AL E S MG TR B iR [GS-
US-380-1844 #A5# (1844 #l%) ] % Fhti L 72 (PHEIA D 7 —
5) 2, hERSEE G A8 AR ORERIZR 17T-3 0L BY TH
DL RIS 2 RFIOIELEAWGE S 7z FESME~ —
T i4%),

F17-3 1844 HEROHER (GBS 48 HKE, FAS)

HIV-1 RNA #7* 50copies/mL
RROWERE OHE ) 92.1% (267/290 %) | 88.9% (255/287 fl)

1844 H5%

AAHE DTG/ABC/3TC ikt

TANVAERHRBHIORE Y | 1.1% (3/282 1) 0.4% (1/281 )

BERIZE [95.002% fEHFX ] @ 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 f1)

a) KiHllfEIX FDA snapshot algorithm (ZfEVELY b7z,
b) LLFO~@D V3N i2i%y L - #lig.
OF%5- 48 3l HIV-1 RNA % 50copies/mL L F. @&%MHD
RAMZ & 2 Hkpl. @B KNS OBEIZ & 2 IkEslo 5
5. IR L2 HIV-1 RNA & 50copies/mL L |
REN &G S 7z 282 Bl 23 ) (8.2%) I BR R M2 (i 42
WEECRERPRD b, E2EERIE. BF 7 61
(2.5%) SFTHo7z KBk o
17.1.4 ERRHE S 0 AHERRHER
JhFEL (RTV) Xiza¥ 2% v b (COBI) + 70
T7—YHEHRE [PI: 75+ F LN (ATV) XigF v
EL (DRV)] +MRRASEERFEMESR (NRTL: &4
MU EEY T REN VY TEF YN T IVEREL
1Z ABC/3TC) OffHL Y X2k, 67 AL ERREL
T AV AR (HIV-1 RNA & 50copies/mL i)
PIFHNT WS HIV-1 EIHEBRE 2R R & L. KA
BRI EORMER CLEEERE T 222 HME
LTy A7) == Y ZTERRCHAT S LT W7z L D 2 v fikfidk
G&5IRE L - E AL R EMRALATRER LB [GS-
US-380-1878 bk (1878 ) 1 % Fihti L 72 (WHEIAN DT —
%) W, BEREEES A OB RIIE1T-4DEBY TH
D\ REICR 2 RHN OIS EDGE S e GESE~ —

TV 14%),

a) KX FDA snapshot algorithm (ZHEVELY bz,
b) UTFO~@DWIFNpI25%4 L 7w,
OG- 48 JF D HIV-1 RNA & 50copies/mL Pl b, @& %MD
RN & 2 kBl AR RIS OB IC X 2 d 1kl 5
5. AR HIV-1 RNA % 50copies/mL LA L
AH % B G- S A7 290 Bk 54 B (18.6%) 1 PR M 52
FWEREURERNRD bz, FRrIERIZ, B 14 4
(4.8%) T B OB 2 91 (2.4%) 5T o 72 (KGRI o
17.3 2Ot
17.3.1 LEBRICK Y 3 #E
Y77 RS AR B A S L L CLER
W69 % B B L. HESEGR =D LSRR D650
HETers 777V aibh L7225, QT/QTc HF
CHEE5 23, PREBEZEE SR o7,
IAMN)IHEY I ZAN) T E YD QT/QTc MFEIZ
5.2 5 BIIAHTH 5,
T/REN TITTxF I N R 48 B & R
&L CULRERIIE Y 582 80l L. #HEGHEIE RO
DS5HEOMETT /REN 7T 72F3I FEikG Lk
A, QT/QTc Mi@icw# %523, PREBEZEE S &
Lol BEADOT—%),

18. TP
18.1 1EAF

YO F7SENSY B rrsUViEA v T -+
FHEHTH Y . A>T 7 T —EOIHHE &4 L. HIV
OBEES A 7 VICHFER L by £ )V A DNA ORfLARE
FICBITLDNASIDO NS v A7 7 —%HET L,
IARNYTHZEYOR A M) Y E L, R
HEEEEER (NRTD ThH . MENEEEICLY Y ~
BALENTA )Y F Y 5-=1) VLD, TALNY
YHYYE5-Z YR, HIV EEEREICL LY 1V A
DNA ~OHGAA %4 LT HIV 5 % A% L. DNA #0
RSS2,

F/REN TFTT7oF3IRORIH 2 )KL T
7xF3IFE NRTITHY), 7/ KEVOTERT v 7
Thb, 7 /KN 777243 Fid. PBMC RUf~ 7
077 —YHOhT 7Yy AL YIRS EE 2Tl
JANIZT 7 RNV R BET D, O, MBLNTY VL
BzF. 7 /RENVTY) YERE Y HIV #ER GRS
L5 4 VA DNA NOHGAR % 4 LT HIV 8 % f5E
L. DNA SHOM R FIE S5,
18.2 iV 1V REM

V7578, TAN)YFZEYRDT /) REN T
7 = X FEMBE R CREM L 745 5L, AHSE bt A
IV ATEYEDS TR BTz,

Y7575 )y B e T ) o NSEBRARMI AR
PBMC. H.ik /~27 07 7 — VWML O° CD4 By
PET VU > 88k % VT, HIV-1 O F2BR S0k T OV R 20 B
HRICH Y7 775 ENoiy 4 )V AiGME% 356 L 72
Y7777 END50% s R (ECofH) 1% 0.05nmol/
L Hiifi~ 6.6nmol/L DHFATH > 720 BT HIV-1 125}
THET T ITENDY 8y BEAFIE ECos fill3 361nmol/
L (0.162ug/mL) T& -7z, HIV-1 7 )V —7 M, N &
00 (794 T7A~GCrEL) CHTLErT /I
)V @ ECso fiti 1 0.05nmol/L #iii ~ 1.71nmol/L @ &iFH C
Ho7zo HIV-2124F3 % ECso flilt 1. 1nmol/L TH - 72,
IARYYHE LI v [T Y N3 BRI R
MAGI-CCR5 Il #k & O° PBMC % M\ C. HIV-1 OB



ESY SN SN 2 7 A e aYe S MRV IS AV 7 R (91
AR F L 720 A N ¥ ¥ ¥ ECso fiil 0.0013
~0.64 umol/L OFFHTH 720 HIV-1H 77 4 7T A ~
I35 8) % ED ECsofHIE0.007 ~0.075 u
mol/L O FiFH T - 720 HIV-2 12k 3 % ECso fili 1% 0.007
~ 1.5 umol/L O#HiPFTH -7z,
FIOREN T7I7xF3I R v T UoS3EERERM
fatk. PBMC. HEk "~ 27 07 7 — VA2 o
CD4 Btk T W > 78%k% FvC, HIV-1 O FEBRERR I O
RGBS T 5T /RN T 72F3 FOH7 AL
ZEMREFMIL72e 7/ REN 7T 7 2F 3 FO ECs fill
132.0 ~ 14.7nmol/L O#ifH CT&H - 7z, HIV-1 7 )V — 7 M.,
NEOO (794 TA~GaeEd) CHT4H5T/KE
V 757 x2F 3 FOECo I 0.10 ~ 12.0nmol/L ® &
FHCH > 720 HIV-2 2% % ECso fiH1d 0.91 ~ 2.63nmol/
L O#FFHTH - 72,
18.3 ZEH|miE
18.3.1 /n vitro B
Sl Al T U b ol A Rl A 5 B2, %5 Y 2
T L7z HIV-1 # Tld, M50I. R263K M UF S153F % 5 7%
o R=R A
IAR)IFEY O T A N) T HE AT B O
&, HIV-1 WG R Z O M184V/1 2R & B SFR0 itz
T/%tw777;+ RO 5 )KL 757 xF
V2R B S PEAMIRT L 72 HIV- 1 TEfEREClE. K65R
E#ﬂﬂLfbh K70E 2542 & — P 12380 H 7z,
18.3.2 ERREER
PUHIV 312 X 2 HEFRREERO 20 HIV-1 RGeS 1489
BRI O 1490 HER O BEARIT CTlE, 7 A4 VAT &
HE SN E, &5 48 M U NIRRT IE & 7 o
721 5 o> HIV-1 RNA %% 200copies/mL Pl ETdH > 72 8
Bl O BARFFLR OFBEUFHT I BT, ez ERo
HHIIFEDO N ho Tz,
PLHIV FRIZ & 2GRS H D . 7 AV A &
NTW2 HIV-1 &G B - 1878 R CTlE, w7 A W A%
ISl & FI9E S LAz E L 325 48 2 I RS iR R
1k & 7 o 721 5.0 HIV-1 RNA #7° 200copies/mL PL 1T
& o7z 1 BIOBIEF R OFBBIFHT IS BT Hi7z %0
WEROFEIIIED SN h o7z FHEADT—5),
18.4 ZEMME
Y775 e 78 0 G140A/C/S K OF Q148H/R/K @ i
ZERYATHHIV-1H (48) & €277 78012
T DIEZEA25RBEBATET Lz, s 14D
9B IMRTIE, & 512 L74M, TI7A X i E138A/K D%
HEPRRD NI, F 72, GLI8R K U TI7TA+G118R ? il
RN ER»EA L HIV-1%TIE, E2 7758
T BB EN TN I AR 2.8 fEITIET L 72,
INSTI i Pk B s 7 (E92Q. TI97A. Y143C/R. Ql48R.
N155H %) % AH 73 5 HIV-1#Tlk. €27 777 Enixt
T DS 2 R AR ICART L7z,
IANY) OO MIAVIEREZET AT LMY
THE VIR T I 7Y AT AR EMEE R L .
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Bictegravir sodium (JAN)

1b5% © Monosodium (2R ,5S,13a%) -7, 9-dioxo-10-
[ (2,4, 6-trifluorophenyl) methyl] carbamoylf
-2.3,4,5,7,9,13,13a-octahydro-2, 5-methanopyrido
[1',2"4 5]pyrazino[2,1-6]1[1, 3] oxazepin-8-olate
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Emtricitabine (JAN)
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Tenofovir alafenamide fumarate (JAN)
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