* % 202348 H AT (44M)
s 20224F4 T UET (453000)

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
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77778V )7 A52.5mg (E7 775
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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. BERUHEBICEET 3=

71 RHNIE s 5758V F )L, ZAN) DIV
N7 /KN 757253 FT7VERIED 3 0% &
LA SETH Do ZNE D% E&HEFN &G L 2w
Sk, Fly T/REN VYT UFUNTRNVEREEE
AN OWTHPH L 2w &,

7.2 BE¥E 5%, 2L 7T 70752 AH30mL/
WART L72GaE, &5ohik2EE 52 &0 [8.3.
9.2.1. 11.1.1. 16.6.2 &:H]
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DEHREZEIZ, BELIFRD L ET 2 E I ROF
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8.1.1 RFNX HIV EIIE DR GEEIHL TIE 2w &b,
H ALK GSE % & €& HIV RGO AR 2P D B % 38 E
LT B R d B DT, ARFNFRG-BGTE O SRR D
ZALIZ O W T TR THYEICHE T S5 2 &,

8.1.2 AHIOEM G X 2 HEBIZOWTCIEBAED L 2 A4
HTHsI b,

8.1.3 HYEDI/RE LICHEZEE LY., IRAZHIEL
72 LanZ k.

8.1.4 AHFNIPHIEH EMAEMER AR T Z WD L7720,
JRAHFOTRCOSEH ZHLEICRET L2 L, T2 K
HICHBERIHT oA 2 IR 254, SRz
MRS 22 & [10. 2]

8.2 JLHIV EDOLZHKIBHEEZ 1T - /2 BHE T, SRIEHME
JHE BUSHEBERED S ST Wb, TR, hiEkke
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NIZTF)VT AT LaYy T Ly 7 A, A MATaw A
WA, Za—FYAFAEIZL DL D) S\ 0T 5 KIEK
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1. BMER

ROBWEHDH b D 2 LDd b DT, BigE +5124T

W SEEDRRD SN ARG 2 kT A % B %

WiEZITH 2 Lo
1.1 EXLENER

111 BREXIIEEOBHEERES (FHEAN)

EHReA A, BAS, ST EE, OB RIS R RERE
77 v I —EERE, SEERAEEIE. B A X
BEREOEEOERERENSHSLDONL I ENH LD T,
BERARAE 12 BB A0 SN2 A 1C1E, 52 ik 5

. EYRMEZIT) 2

o FICEREREDORED D 5

BERLEHEEO D 2FA PG SN TV DL BEETIIERT
52k, [7.2, 8.3, 9.2.1, 10.2, 16.6.2 /]

MA2 IB7S R— ZARVEBREICLKZEEDFELX
(RERART) CHHEEAHH)
FLUET ¥ N — 2 AT IFHIRE a5 1 A5 5E o AL 5 B RAER 31X
BEMEREE (73 b7y A7 29— VBOAaML 5%
WD LN EIZIE, KFOFG %2 —Rhikd 52 &,
FIFRBOBERE T2 AT 5 BEH BV CTEET S 2
Eo TANYTHEYNIET /) RENZ GO RNRE.
BFHEEOHARPE G T NS OBABETIC L), BE
BIEET ¥ K= AR OWRIHLA I L 2EEONITELR (I
JEIT) 3% < s &N Twbe [9.3.1 2E]

1.2 ZOMOEER

13. BEks

13.1 0@

Y575 EVIIMEEE & OGRS EN0, IiE
T M O NERLENTIC & 0 B S bR ffve =4 by
VHYVCUROTREN 7T 72 I FOREWTH S
7/ ARV, MEENTIC L) —HBE SN b,

*14. BRAEDIEE

141 EHZFEFEOEE
PTP @ D3HL PTP v — b2 5B Y L TIRET % &
IEES L &, PTP v — FORRERIZ L D, WV ELAEE
AEEREARIA L. B354l % B 2 L TR 555
EELGIEZIET LI 0D 5,

16. ZEMERE

16.1 I

16.1.1 RERAICS T 2 EMENEE
EHERE AR & ZEfE R S BB 4R L 72 o, €2 77 ¥
VW, AN EY, F/KREN TITT72F3I FROT /K
VL OSEWENEE ST A — 5 R FE 16-1 ITFT Y,

#16-1 © 27 ¥ VURAGERREH SO, 778V, AN VS
Y, F/HRELN 77723 FROT /RELOHEYERE T
A—%
s | TEEL _ .
Y 575N | ZAMN) Y 57243 F T/ RE N
Cnex 6.56 (17.9) 2.68 (39.9) 0.30 (58.3) | 0.01 (30.3)
(4 g/mL)
AUCw 15 (21.2) | 11.2 18.2) | 0.17 (51.6) | 0.33 (24.0)
(ug-hr/mL)
t12 17.0 18.0 0.35 46.2
(hr) (11.8, 23.4) (10.7, 39.1) (0.25, 1.15) | (36.1, 106)

Cmax X OF AUCie © 3591 (CV%)

tuz s HYLE (M, ok fiE)

WEREE 256 (57 /KK 75 72F 3 RO tue KO AUCus 13 24 1)
16.1.2 A HIV BERERE ICH (T 2 EYENRE

BN HIV &G 85 SRR % DR 5 L e, €7 777
v, ZAMY Y EYRF)ERENL 757 2F3 FOEY
BIRENT A =5 %K 16-2 18T WHEADT—%) o1,
#16-2 Y7 ¥ VERAEERIEGHOC s T 780V, T4 M) VS
VU RT ) REN 7F7 23 FOEYHHEE ST 2 — % 2

e e e 5 RE L
V757N |[ZARN)VEE Y 75T
Crax 6.80 (30.1) 2.13 (34.7) 0.277 (62.4)
(ug/mL)
AUCau
(g he/mL) 94.2 (34.7) 12.3 (29.2) 0.229 (63.0)
Crrougn 2.26 (47.3) Y | 0.096 (37.4) © NA
(ug/mL)
tue 16.11 6.82 0.39
(hr) (6.76, 28.32) (2.33, 9.40) 0.17, 1.14)
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Comaxs AUCrau M O Crrovgn - F39fE (CV%)
trz @ HRAE GR/MIE. oK fH)
NA 2L
a) GS-US-380-1489. 1490, 1844 K N 1878 iR TR LN TT BIDT— 4 %
W73 RERAT (C 27 7 7S ENV RO T A MY 28 YD Cuuan &
B <)
b) GS-US-380-1489. 1490, 1844 K 1N 1878 ik T LN/ T5 BIOT— 5 %
R 723 B RE R AT
c) GS-US-380-1489. 1490, 1844 M N 1878 B CHL Nz TABIDOT— 4 %
R 723 B RE AT
16.2 TRIR
16.2.1 REOFE
Y7777k EREBIEICES o6, EERE X
Ty AUCi X O Cuax Li%ﬂ%ﬂ?"fj‘j 24% &Zﬁ?‘{,‘j 13% J:?'lfll‘ L7z IH]
ZeNERE & T A L7z,
BEHFIETLAMN) T ZE YD AUCH IZHBEZ RIZSRP o720 &
HEHEET%HXH#L:-?i%“ L 7:i%/E(\\Cmax Ci%ﬂgﬁblﬂﬁ’\"( 14% Jﬁil}\ L7z,
T/REN 7T 723N EEEGEENECRG LG E0
AUCus (&, Z2JER: & TR 67% LA L 720 IR AENUE D
AUCuns X %HEH# i Jil_’.’\‘"fﬁ'f‘] 48% J:?“:“I‘ L7275, Cmax & %2% %iz'aj’
Lotz EAOT—%) 2,



16.3 9
Yy 775U B movitro ERICB VT, b MSEE
It 2 4G A 31 99% 28 2 T\ 7z (EEERI oS4 X
#50.25%) o In vitro & M IIE/ MAEH LI 0.64 TH -
720
IALR)THZEY Y n vitro BERICB VT, b MSEE
HICK 3 286431 4% £ Th D, 0.02 ~ 200 u g/mL
DOHPFTIRE OB L ko7,
TREN 7T 7SI R0 R CHRELL 7Bk
2B % ex vivo TO b IR HIIHN T 2 G0
80% Td -7z,
T/ RENVT  In vitro SBRICBWTC, b MIAEEEA I
TAHHEAEIZ0.7% KM TH D, 0.01 ~25u g/mL O
FCIREDHEY T hhotz BHEADT—45),

16.4 K&
s 7774 e Tl R ERHERETH Y
WG SN T 78D 0% BAMLEIZ X Y
K L7zo In vitro fRHTRFERIERBRICBWT, €777
EOVid 312 CYP3A KON UGTIAL 2k h R s b 2 &
DIRENTZ,
IARYYHZELYO e T, T4 MYV EErORH
F. 3-ANKF Y RV TATF LAY —% AN (HF5ED
¥19%) T AHFF—VEGOERILE, 2-0- 7 Vv u=F
AR EGEOMA4%) T 70V u rBREN LA
ZEDIRENTZ,
FREN TF5 7253 PO v vTid, REAE
LR CH Y, BOKG ST/ REN 777 =
F I FD80% BARHIC L VIHEL 720 In vitro BRIZ
BWT, PBMC (V) ¥ /78R N2 o fthod HIV ORI
Fal) KOs a 77 —=V0hn T 7Y v A RO
DHNVERFIYIWVIATFTT—F1LIZLD T/ RENVIIRH S
Nize In vivo iERIZB VT, MilgATT /AL (FFE
W) (ARG E Nt EEREYCH LT ke
V) YEEANE ) YL S Iz, CYP 4TRSS BLREE R
W7z in vitro BRIZBWT, 7/ REN TTT )
I FIZ CYP3A Thehlicffi@ s/ UHEADOT—%),

16.5 HEitt
Cr7r 7 el FICHFRBCL D ERL, BiE,»S
DRZEAEDO DT (G EOK 1%) 1FEER#E
BCld v, YCREGRRE 7 77 7 UV E HERR O G L 72
L& BGEOR60% BREME, TATIVAD - R
0%y -V 578N - Y AT A YHah kR ZF0bo
R OB & L CE 26 BILE 7z, RpENER
£35% CTHY., FLRIWILr Ty Lo s V0
VERAIA R O E OO ME OB, SENTENS
D 2RO EETH > 720
IANIIFEY BTG ANHEES LT T
7)T 5y A% Elilo7:Z b, RERES M &R
DREBYIR O /712 X 2 HRMAVRIE S 7z, “C T A
M) E Y EHEG LI-E EOMRT (9 86%) K UF T (%
14%) 75 OFEINEIL 100% TH > 720 & G-=D 13% H°
SHOREEH W & L RPN S 7z
TOREN TITFIFE T RENVICREEI N
%, RSN S, BlED 5 ORZEMED DT 2 APRE (3%
HREOK1%) FEELRBHE TRV T/ & EV IR
TOMIRAE A 3 & JRANE O REBY L O /712 & 1 Rk =
N7z BEEHEICYCEMT /AEV 777253 F
TYIVER A ARG Lo s & B G REO 4T7 2% HFEp
12, 36.2% 2SR HEME S 7. o EEAH WL T
FELVTHD., EFD 9%, JRFD 8% % id7z. F 7z,
KHED 1A% T /FREN 7TI77x2F3IFELTRP
WZHREE L7z DHEA DT — %),

16.6 FHENEREZH T 2EE

16.6.1 FFREEEERE (CH (T 2 EYERE
Y57 IeND  mSEONT R EE A L RS
@ AUCint B O Cinax 1. JFREREIEF 8RS & T 2T
M 41.3% KON 36.5% KT L7ze Lo L. WEREE TR EE
EWERHE OV 7 77T IO MR IS GRS, T
B IE W RS L N TEWwzo, BEllY 7 575
@ AUCint B O Conas \ETIBECRIEECTH o 72 (/b 2%
fAfSEIME O e iE 77 ~ 83%) c EEDFHEREREZ H3 2
BEBRE 2B B Y ENRE TGS L T,
IAM) VYUY RS LA T A HRE B A3
WEIRE IR L Ty,
F/REN TIT7oF I FAD  PEREIL RS L It
NTC, F/REN 757 2F 3 FO AUCinr K O Crnas 14
REOMNEREREE Y H T 2WME ClE2N2n7.5% KO
11.0% T Ly HEFEO R RERE 2 A3 5 PlgE TlEZ
NZEN12.7% KUV 18.7% LA L 720 7/ A IVD AUCi
Je T Conax (& BEOMHRRERE L A3 2 HBETIIZN
Z110.8% KUV 3.0% N L. TEEOERERE LA
FTAHWERE TIEZNZN2.8% LT 12.4% KT L7z, &
O EEZ AT 2WME T 7/ ALV 777«
I3 F ORI K O IERE G O AUCinr O Crax 1EZ 10
ZI46.0% LU 54.9% KT L. 7/ KELD AUCn K Y
Crmnax 1 ZZFNZF136.9% KN 10.1% KT L7z BEEMEAR
(B O RERE 2 H 5 5 #k#E < 37.8%. MHEREIER
WeBs# T 20.4%) CTHIIE L7z & &, EEFEOFKiERE %
HY W8 BT 2R GEEERD) 7 /88N 7
57 xF 3 RO AUCins [z 08 Crmax 13, FFHEREIE 9288 &
RTENRZENS5.6% KO 17.8% ET L7z WHEADF—
%) [9.3.1 ]

16.6.2 BREEEETREICH T 2EYERE
s 57 oen®  EEOERIEREE (VL T7F=0 7
)75 v A 2 156mL/ 43P b 30mL/ ki) AT AR
BFEDIMET Y 7 775 EVOEST R OIEFHET OB
AUCint S U Cinax 13, BEREIEE BEERHE & LT EN 2N
27% JL O 209 AK°F L7z BEEOBERERE AT 5 W
FHOY s 777 ENVolEEEAIESGRS L Bk
WEEWREE L LN TEWD, BN 577580100
AUCint 2 U Conax (ZTFER THAEE ThH > 720
IANY T EYD  EFEOYRERESE (7L T7TF=v
7)) T 7 v A 30mL/ ki) AT B HEEEO AUC K%
O Cux &, ZVLT7F =220 752 AN 80mL/ 3B O#E
B L T, NN 200% KUY 30% LA L7z
FREN TTT7oF I KB BRI &
AT, BEOBRERE (7LT7F=2270T I A
16mL/ 43P L 30mL/ 53 &) %A A HBRETIE, 7/
FEWV 777253 RO AUCint LU Coax (TZENEALT.9
BERE1.8fELEHA L. 7/ KR IVD AUCn M U Comax 1Z
FNENSTRHER28E LA L HEADT—%5),
[7.2. 8.3, 9.2.1, 11.1.1zH]

16.7 EMHEE/ER

16.7.1 JEBEERIC & | 2 EMHEEEAHER
Y FrSENIY ¥y 575 YL P-gp K UF BCRP
DIETHY, OCT2 LU MATEL (243 5 HE/EH %
w72
IAMY) YO In vitro TIX OATS ORETH 5,
T/REN TI972FIFDF/REN TI72)3
Fid, P-gp X O"BCRP O#ETH 5, [10. ]

16.7.2 ERERIC BT 2 MM EERHER
WA EAEHFHBROM R % . £ 16-3 2253 16-7 12" 3 (4
EADT—%), [10.2 &)



F16-3 PR GHOY Y 775 UV OEYFRE S5 A — e

fuAI B / RO 7 777 € vy

F16-5 PEHHEKEGROT 2 REN 777 ) 3 FOEYERE T

A—H e
5500 il bEREs / RO T ) RV 79
- e | oo | 0| 72F 3 FOERBRET -5 (90%
Brm%E EHEOHE 77:7;% # )
) Crax AUC Cain
sem|  300mg Bmg 0.43 0.46
12 ® , \
IVREES raw | wme [P, 050|040, 05 M
VINRAE -
A Wmg/A0mg | Pmg 117 127 ‘
éf‘j”“ﬁ tatE [tEEe Y o, 1|, 1| NA
JRATEN | 400mg/100mg/
NVAF AL V| 100mgt+100mg 25mg 2 1.28 1.57 NA
/voxilaprevir (£|  voxilaprevir' | 1 H 1[a¢|™ | (1.09, 1.51)| (1.44, 1.71) ’
9 1A1E

NA = @474 L

a. WO EAEH R b R o R & LT L 72,

b. TAN)YHVEY - FI/KREN TITT72F 3 F7VERERE
2 F - CRlBRE FEh L 7o

c. ¥ 77 FENFN) T L - ZLAN)VIEY - T KRENL T
77 ) I P 7 VR AH % Rl e FEh L 72,

d. HCV &4 B3 TPl S LB voxilaprevir DR & % E M 5
72®. voxilaprevir 100mg % B = L CTalbix Fhi L 72,

#16-6 PRASER GO T/ R E L OIEYERE ST A — 5 1

FIREN| | MAGEFIRS / FEOERD 7 K E L0

wig | pngoms (79724 0| B@oA- sl G0% GERE)

Nt Com AUC Can
o me | Zme 010 0.7
1% £ R Nf

IVREESE raw | e [P, om|om 0s] M
5;;;5& Omg/img | Zmg || L83 167 181
5a TE1E [EEe |03, 150 | (160, 17| (173, 190
JHFATEN | Womg g

A28 AEN| 100mg+100mg 25mg 20 1.51 1.67 1.7

oxilaprevir (| voxilaprevir | 1H 1M ¢|™ | (1.45,1.58) | (1.62,1.73) | (1.68, 1.80)
%) 1HIM

NA = #4742 L

a. WO EAEH R b RS Ao R & L CHER L 72,

b. TARMN)YFEY - FIREN TFT72F3 K7~ VERIERA
Fl 2 FwCRlBR & 920t L 7o

c. ¥ 77N F M)A ZAN)VIEY T /)KREL T
7723 F7 VR AH % v CREBRE FEht L 72,

d. HCV i 8% TVl S b voxilaprevir OBEFE & % W T 5
728, voxilaprevir 100mg % B n¥és L Cilbia 905 L 720

F16-7 AHN O % B G RO PO I ERE T A — 5 I *

wk | wmkomk | <77 | B w15l o GEH
Co AUC Con
300mg+
THFFENR] TEYA | Tmg | 131 1.06 -
Ak 150mg B (1.23, 1.40) | (3.76, 4.37)
TH1M
TIFFEN (R 400mg T5mg 5 1.8 415 NA
W 1H1H B (1.23, 1.3 | (3.81, 4.50)
800mg+
YUFEN (8] ATy b | Tmg |l LA 174 211
Ak 150mg VHLE | |40, 1.64)] (1.62, 1.87)| (1.9, 2.29)
TH1M
5;;;;;& WAlmg | Tomg |y 0.98 100 104
9o 1o1E [1aEe] ™ 0.94, 1,039 0.97, 1.0 (0.99, 1.09)
V77777 (%] 30img g |, 08 0.62 0.4
Tewg) THIE | THLE |]0.67, 097|053, 0.72)] (0.7, 0.52)
V7767 60img g || 02 0.2 W
(&) " 11 H (0.67, 0.78) | (0.22, 0.27) ’
JEATEN | 40mg/100mg/
AWIYREY| WmgHiimg | Smg || 098 107 110
/voxilaprevir (£  voxilaprevir |1 H 1" ™| (0.9, 1.01) | (1.03, 1.10) | (1.05, 1.17)
fr) ¥ 1AL
F)a+Fs v mg g || L9 1.61 “
() 1H 20 B 0.9, 1.23) | (1.41, 1.84) '
BRI (A
%Tﬁf@ﬁ 2ul? Amg |y 00002 NA
et BE R | #EC | 0,16, 0.24)] (018, 0.26) :
SRR (5 }
g?ﬁg;@;ﬂ AL Smg |, 0.8 0.87 "
: s ome , A
g v | E D) | 8 (0.88, 1.00) | (0.81, 0.93)
EHE R (A
%?iiﬁg&j#% AL 5omgb 5l o 0.48 "
i v | E D) |l 0.3, 0.52) | (0.38, 0.59)
EHE R (A
%fﬂfﬁg 2! Nmg |, 03l 0.53 NA
o BE RO | #EC | 0,43, 0.62)] (0.4, 0.69) :
REAN YT A
e 1200mg Hmg 0.5 0.67 .
L= N N 1
A T wEe | (051 060|057, 09 A
/ ZEfRE)
KEEANV YT L
e 1200mg Hmg 0.90 1.03 .
1| & ARG N 1
ALRRET |y s Mo, 10908 1| M
/Bt
7Y VERE— %
T $2mg Hmg 0.29 0.37 .
1| & [FRR G " N 1
VKALRRES |y g |M0% 03|03 00 W
VES 1)
7 VERE— %
e mg Hmg 0.7 0.84 y
i) & [ " N J;
VALRRES |y g (Yo 0|0 05| M

/85 ¥

NA= %% L

a.
b.

e.

WO AR S MRS 2 R e L CHEML 72
Y77 7ELVF ) TL - ZAM)YIEY - T /KREL T
77 x93 P72 VIRIERLAA] & v CitBa e F2hi L 720

. HCV @i 5 C 7l S B voxilaprevir DBEHE & 2 E KT 5

72® . voxilaprevir 100mg % B INH & L Tl % 9206 L 72,

B HEBIEEFNL. ImL IZKEEL TV X = 4 80mg. KRk~

TR L mg KOV AF 2V 8mg & AT Ho
TR IR O 513 PR 24T 5 72

F#16-4 PFHFERGROTA ) 25 ¥y OFEYEHE/ ST X =& 1L

aby | HFIBERIES / JEOF B O L L by v 8y

[iFiES LiZiE Ll Saey |H DIMBEE T A =5 1L (90% EHFIXHE)
Crax AUC Coin

e ;Ekw’@ Wmg/Almg | Mmg || 0% | 0% 103
%o N TH1MA TH1RE® (0.94,1.05) [(0.95, 1.02)|(0.99, 1.07)
VARATEN | 400mg/100mg/
AW Y AL W] 100mg+l00mg | 200mg % 0.89 0.95 1.10
fvoxilaprevir (£|  voxilaprevir® |1 H LE®| ™| (0.83, 0.94)|(0.93, 0.97)| (1.05, 1.16)
% ¥ 1H 1
a. WENOMENEHRER D S # xt 5 e L CEML 720

b.

B 7778t R) YL ZAMN)TIEY - T RENL T
77 xF 3 N7 OVEBRIRRL A 2 v TRl e 0t L 72,

. HCV &G iE 5 CFll S % voxilaprevir DEE#E = % KT 2

728, voxilaprevir 100mg % B8 L Ttk it L 720

vrs 7K BEEDHIBRE ST X =5}
ik | wmgong | 77v |7 g (6t SR CD)
V|77 Coe | AUC | Cun
F3F
o 0% | 08 | 0w
RIS 32)
porAEr ring | 2ing | 1081090 | 088, 00| 081, 096
| Oomgoomg | " 11 107 ‘
Ik )
SRATEVE 11& 1115f Wow 1w 1y] M
- 110 11 12
(Lo7, 113) | (108, 1.19)| (0.9, 1.06)
bapsyw | e °ng 2?? gl 18 | 1 | 1%
: 1A 2H 1A, 13|03 149 | (2L 159)
1| | 1[
50mg | 25mg
AR P I I N T e P
1 | 1[¢ N
Noreloestromin® norgestimate 1.23 1.08 110
¢ 0.180mg/ (L14, 1.32) | (L5, 110)| (105, 1.15)
\ 1 025mgy 15 113 114
s 38)
IVIRRVVEL ) pmg | mg (L10, 120 | (L7, 119)| (106, 122
LA | 18 | - |15
IFZNVIA 1
IFZNIA}T w,{_wh . L5 104 105
- \me (103, 1.27) | 0.99, 1.10)| (0.%, 1.19)
1AM
Noreloestromin® norgestimate 117 112 116
oregestro 0.180mg/ (1.07,1.26) | (LO7.LI7) | (108, 1.24)
1 02y 110 109 L1
s 38)
VIRV g Bmg | |(L02, 118)| (101, 119)| (103, 1.20
IHIE | - | 18 |4
IFZNVIA 10¢
LFZNIANT w,{_wh . 12 11 102
S, B
- e (L15, 1.29) | (L07, 116)] (0.9, 1.12)
TH1M
- 10mg
o S0mg 4|0
1 39 - A
vy [T 113 Blos 19|07 113 M




el 7/R] | ORI 7k
e ] 9%
WAE | REORE | 75 E@Z’g (o0 FACH CD
v Cow | AUC | Cun

114 1.09

JEATEN Lok 1) | o, 1)

1.03 1.03 101

! 7h, 33) [
G5 331007 me/100me/ | S0mg | 25me | 9. o5)/| (1.00, 1.06) | (0.98, 1.5)

100mg+100mg' | 1H | 1H |30

AWASFAEVE| THIA LEe | 1[me 0.% 0.% 0.4

(0.91, 1.01) | (0.90, 1.02) | 0.88, 1.00)

0.9 091 0.97

Voxilaprevir”

(0.76, 1.06)  (0.80, 1.03) | (0.88, 1.06)

NA=#47% L

a. W NOMENE RS MRS 5 & LCHEREL 720

b. ERIETOVRATEVOTEZ 7 L+ ¥ FHRHY

c. B2 F I NVF NI L - LN TVIEY T KREL T
77 xF 3 N7 VERIERAH % v Calbr e i L 72,

d. TAMN)YFEY - FIREN TTT72F 3 K7V VERIERA
il % B CakBR R 920 L 7o

e. TIVETFZFEN - ALY AFy b ZAN)VEIEY TR
YV 797 x)3 K7 VERERLAH & v TRl Z 206 L 72,

f. HCV EYE B #E CTF il S5 voxilaprevir OWEFE 2 E KT 5
728, voxilaprevir 100mg % BN L CalBr% FhE L 720

17. BRPRAEE
17.1 BERUREM(CET 255
17.1.1 EREEFSE I HERRER
PUHIV FE12 X 2 IGHEREERD 20 W HIV-1 JEYuE A5 % 5k 5
&L REOERMER G eRadd o2 L2 HigE L
T, FVv7FZ7 580N (DTG) - 7237V (ABC) - 937
v (3TC) LY A &L L2 A L EERIET
BER LB ER [GS-US-380-1489 #tEx (1489 #tEx)] % 92
fiL7z (BFEADT—45) O, [HERIEHS 48 R O 45 R
FEIT-1OEBYTH Y., I 2 KK OIEHVEDS
BEEE 7 GESlE~—T v @ - 12%),
F17-1 1489 HEROK R (HREEHER S 48 JAKE, FAS)

F17-2 1490 AERO#ER (BEREES G- 48 JKE, FAS)

1490 7l
ki DTG+FTC/TAF #
i OWEE DB LD 89.4% (286/320 B1) | 92.9% (302/325 fil)

e 7 [95.0020% FETEX ] 2 -3.5 [-7.9, 1.0] %
YA WA EHBIORE 0 | 4.4% (14/32061) | 1.2% (4/325 fl)
a) KillfEIX FDA snapshot algorithm IZHEVELY b L7z,
b) AZ ) == ZWTOHIV-1 RNA & (100,000copies/mL LT
100,000copies/mL #8) J O#bds CRE. KELIAL) % @50 H T
L LT,
¢) UTFO~@DW§FN2Iziy L 72wt
OF%5- 48 I HIV-1 RNA & 50copies/mL LhF, @FED
KA & Bk, @FRPED KPS ORI L 2 hikFlo 5
5, BRARAERF I HIV-1 RNA i 50copies/mL L 1
KRF) % 25 7 320 B A 57 51 (17.8%) (2 Ei R AR A fE
B ELEIER AR S5 /z. EREIEMIL, BF 13
B (4.1%) . TH1 10 B (3.1%) JE-L9 B (2.8%) %&TH-
7o GRFEE) o
17.1.3 EEHFSE IHEERHER
FVFZSVEL TRXATENL 52T (DTG/
ABC/3TC) LI A&y 3 HMUERKELTY AV
AR EIE] (HIV-1 RNA & 50copies/mL 7 i ) 25 1%
LNTW5 HIV-1 ERAEEFH 2GR e L, KFICY
ZIGEOREMER e ia o2 xBE L
T A7) ==Y ZTRICHITE N T Wiz L U XV fkfied
Gt e L7 E R EE MG AT R iR [GS-
US-380-1844 5% (1844 #kB%) ] # Fhiti L 7= (WEIAD T —
F) 2, RIS A8 W DOAERIIE 173D LB TH
DL RIS B RFIOIELEARGEE S 7z FES M~ —
TV 4%)

F17-3 1844 HBROKER (GBS 48 K, FAS)

HIV-1 RNA #7* 50copies/mL

1844 &8
AF B DTG/ABC/3TC #ehf

A VAL IIBIOEE Y | 1.1% (3/282 1) 0.4% (1/281 1)

RERIE [95.0020% fRHAIX ] @ 0.7 [-1.0, 2.8] %

HIV=1 RNA $5t* S0copies/mL| g5 or (964989 1) | 95.0% (267/281 1)

Rl OYSHEOH G 2

1489 Bk
ENiilid DTG/ABC/3TC #
HIV-1 RNA 7% 50copies/mL 92.4% 93.0%
RiGOWERE OEE ¥ (290/314 1) (293/315 #)
BER:[95.002% (S HEIX ]~ -0.6 [-4.8, 3.6] %
. o 1.0% 2.5%
TAVAZHRBAORE (3/314 1) (8/315 )

a) KilMEIX FDA snapshot algorithm (ZHEVEY b7z,
b) A7V ==Y ZEETHOHIV-1 RNA % (100,000copies/mL LI T,
100,000copies/mL i) K OVHuss CKRE. KELAL) % @RI
L LT,
c) UTO~@DWFNrligl Lk
D¥5- 48 s8I HIV-1 RNA & 50copies/mL VL b, @& ®ED
RANZ & B kG, QA KNPSO IZ L 5 P 1kFlo )
5, AR HIV-1 RNA # 50copies/mL LA L
AH| % G- 87z 314 Bl 82 5 (26.1%) i R i A it
B2 ECRIER RO Sz, E2aIfERIEZ. TH 19
Bl (6.1%). Tl 1761 (5.4%) . B8 16 B (5.1%) T
o7z (KFERE) .
17.1.2 EFEHFS I EERREER
PLHIV 3812 X 2 G HREERD 2 HIV-1 ESE R E 2 R
EL. RAOFERER O ZEEA RS T5 2 E2HME L
T.DTG+xab)vsEy (FTC)-7/KEN 757 =
73K (TAF) LI Xy &2RE L EIEAL R EMRIE
ATHER s st B [GS-US-380-1490 #4Ex (1490 #ER)] %
Ehi L7 WMEAOT =) W, GERIER S 48 WIS o
RIER1T20LB)THY . MBI T 2 KF OIS
WHGEES I GEFHE~—T v 0 = 12%),

a) Kl FDA snapshot algorithm IZHEVERL Y b a7z,
b) MTFO~@DWFNplligy L,
(DY 48 JIFE» HIV-1 RNA # 50copies/mL L b, @& %MD
RIS & B HIEE, OFMUEO KNI OEEIZ X 2 FIEBIO 5
5, AR HIV-1 RNA & 50copies/mL Ll 1
KRHN %P5 S 7 282 Bl 23 ) (8.2%) |2 BRI M2 (i 42
WEECRERPRO b, E42EERIE. BH 7 61
(2.5%) S TdH o7z GKiBKE) o
17.1.4 ERRHESE T AHERRHER
JhFEL (RTV) Xida¥ 2% v b (COBD) +7u
77 —YMHERE [PI: 75+ F LN (ATV) XixF v
YL (DRV)] + B G R EESR (NRTL: =4
M EEY T REN VY TOEF YT IVERE X
X ABC/3TC) OffHL Y X2k, 647 BRI ERREL
T AV ZZE09] (HIV-1 RNA # 50copies/mL i)
PIFHN TV HIV-1 BEIUERZE 2R & L. KANIZY)
BRI EORMER CLEEE R T2 L2 HWE
LTy A7) ==Y ZIRICHATE N T2 L Y X Ufikfiedk
G&25 IR E U7 ME AL Hm ML TR e saBR [GS-
US-380-1878 &bk (1878 &) ] & Fhti L 72 (WHEI A DT —
5) 9, BRI A8 AR O RIER T4 DL B ) TH
D\ RERIR T 2 RE OIS EAMGRE S e GBI~ —

TV 4A%) .



F17-4 1878 HEROKE R (HEEERT 48 #E, FAS)

1878 Bk
AFHIHE PI+NRTI fkfeh

A VAERHREBIOHEE Y | 1.7% (5/290 B) 1.7% (5/287 B1)

BRI [95.002% [EHEXE] @ -0.0 [-2.5, 2.5] %

HIV-1 RNA #7* 50copies/mL o | o |
R ORERE O 0 92.1% (267/290 1) | 88.9% (255/287 f31)

a) KX FDA snapshot algorithm (ZfEVELY b insz,o

b) LTFO~@D W NhIiigy Lz #reE .
O 48 A HIV-1 RNA # 50copies/mL Bl_E. @& #ED
RN & B b pl, OFRIEO RIS OB X 5 ik plo )
5. IR 2 HIV-1 RNA & 50copies/mL Lt
ARH) &P G- &7z 290 B 54 B (18.6%) 12 il AR 6 A
R rGORERPRD b N, E2RIERIE. i 14
Bl (4.8%). BB R OTELA 28] (2.4%) FThHhotz (K
FRIRE) o

17.3 Z Ot

17.3.1 LEBRICHT 2 HE
Yo T 7 R ERE 48 A xR L L LB
W29 % Bk G L. HESRGH RO 1.5 RO 6 5D
HETE 777V EHEELE A, QT/QTc HFE
B %523, PRBIEZIEE S E b o7,
IAMN)THEY T ARN) VT E P QT/QTe MFEIZ
G2 5B IIAHTH 5,
T/REN TTT IO R 48 Bl % kT 5
ELCLERICH 28 2 54 L. H3REHR RO 2
D5BOMETT /) HFEN T7I72F3 FaffEg Lk
A, QT/QTc M@z %523, PREREZERE S &
Lirotz BMEADT—%),

18. ZewhskiE
18.1 1EAF
CIF TSNS 338 NEA T T T —F
HEKITH Y. 1 > 7 77 —LOHEEM L #EE L, HIV
DR A 7 VIZWLER L ha A )V A DNA OfIAAE
FICBITLDNASDO NI v A7 7 —%HET L,
IAPYIHEYORD 24 M) U UL, BRI
RGREAER (NRTD Th Y. MEAERICEY Y
BALENTAN) VY E-Z0) Uik b TANY
YHYY5-Z0) YL, HIV BEGFEICL L 7 AV A
DNA ~OHGAA %4 L C HIV EH# %2 14 L. DNA 45D
RIS,
T/REN 7T T oF I RN F ) REN T T
7xF3IFE NRTITHY, 7/ RELVOTURT v 7
Thb, 7/KEN 777+ 3 i, PBMC R~ 7~
077 —YHON T 7Ty A XD IKGEE 2Tl
a2 T 7 RENVERET L, TO%. MINTY) L
2. T/ARENT) YERE %Y HIV SR G EER IS
£ 2w A )V A DNA NORGAA % 4 LT HIV H# % [
L. DNA $HOMEEEIE S5,
18.2 |7 1 IV &M
Y57 8N, TAM) I EYREF ) KREN T
7 = X FERMBETAER TR L 72454 FHR 40 A
WV ATEVEDSTRD BTz,
Yo 77T YOV BASR v T ) S IERREERN R
PBMC. H.ik "~z u 77— VB EMN K O CD4 b
PET VU 288k % HV Ty HIV-1 0SB =k K O R 45 i
RIS T 2E 7 775 ENVDBy A )V A0 % 530 L 72,
¥ 777D 50% SHiEE (ECxo i) 1 0.05nmol/
L i~ 6.6nmol/L DOFFTH - 720 FFER HIV-1 124
TR 2T IENDY 82 BAiE ECes i 361nmol/
L (0.162ug/mL) T& -7z, HIV-1 7 )V —7 M, N &
PO (794 TA~GrEdh) CRTHE7 77K
)V @ ECso fH 12 0.05nmol/L i ~ 1.71nmol/L o & B ¢
B o7z HIV-2 2% % ECso filild 1. Inmol/L T - 72,
IARYTFE D v kT ) o3 ERER A AR
MAGI-CCR5 Il #k K OF PBMC % f\»C., HIV-1 D55

ERRK CHIRG BRI T2 A M) Y EX DL A )V
AMWVEZEHMEL 720 =4 b)Y 2% ¥ 2D ECso i 0.0013
~0.64 u mol/L O#HPFATH 720 HIV-1H 7% 4 7T A~
Gl AT A MY Y& E YD ECo L 0.007 ~0.075 1
mol/L OHEFHTd - 725 HIV-2 129 % ECso i1 0.007
~ 1.5 umol/L OHFFATH > 72,
FIREN T 7xF IR v hT ) o3EERE
Jatk, PBMC. H¥k '~ 2 07 7 — a2 K% O
CD4 BsPE T V) v 738k % F v T, HIV-1 OFEERER K Ol
RAGHAM T 27 /RN 757253 FOHIA L
ZIEWEEFHL L 720 T/ REN 77 x2F 3 KO ECs fil
13£2.0~14.7nmol/L O#ifH C& - 7z, HIV-1 7 )V — 7 M.,
NEOCO (75147 A~CEEEL) T b7 /K
WV 757 xF 3 RO ECs i 0.10 ~ 12.0nmol/L ® &
FACH o720 HIV-2 12359 5 ECso fHIZ 0.91 ~ 2.63nmol/
L O#PHTH - 720

18.3 FEAIMH

18.3.1 /n vitro &8&
|72 A < AL /A b/ A = A N o s RN g o
X L 72 HIV-1 #£ Tid. M50I. R263K J OF S153F % 5
DIERD BTz,
IAN) VYO AN VT BEZEOKT
13, HIV-1 3855 3R O M184V /1 2558 L B ASFERD H 7z,
FIREN TS5 72FIRO 5 KRENY 7T TS
I MR A RS EDMET L 72 HIV-1 4 BERR Cld. K65R
EDPFEHLCE Y KIOE ZR L — #2580 5hiz,

18.3.2 BREREAER
PUHIV 12 £ 2 iRHRERD 70 HIV-1 &G B 1489
BRI O 1490 ER O PEERIT Cld. 7 A VW AFH R
W SN RE i, P65 48 R T F I B ik & 7 -
72 550 HIV-1 RNA #2% 200copies/mL P I Td > 72 8
BIO @ TR R TR BT, Hie et ERo
FEHIIRRD N h o7z,
PUHIV HIC & 2 WG HHERA D 1) 7 A IV AR ] &
T % HIV-1 e B - 1878 :BR T, W A W A%
Byl & e SN L 505 48 A S BN &R
1k & 7 o 72 .0 HIV-1 RNA =72 200copies/mL 2L C
& o7z 1 I OBIEFR L OFBBUFHTIZ BT Hi7z %0
HEROFEFITED SN h o7z HEADT—4),

18.4 =M
Y7 5758 0 G140A/C/S KO8 Q148H/R/K D i
BEREZFT L HIV-1H (144) & €777 5L
I HEZEN 252 TIRT Lz, 2hd 148D
9B IRTIE, & 512 L74M, T97A XiE E138A/K D%
HPRDO SN/ F 72, GLI8R K U8 T97TA+G118R D
FERAERZEALZHIV-IHRTIE, ¥2 7758
W2 B IEZ AT ZE NN 3 4G KON 2. 8 IR T L 720
INSTI i PRI 2 (E92Q. T97A. Y143C/R. Q148R.
N155H &) #H 3 % HIV-1#Tld. €27 77 7 EITht
T2 DS 2 BRI IARTT L7,
IAN)THEY OO MIAV/IEREZETHIT LN
VEEUIRRIE T 2 7Y TR T B EM AR L 7.
T2, TNHEN, V¥V NT S RELVOKRGIZ L
DB L2 KER BB HF$ 5 HIV-1 #RIZ. =4 MY &
5 NIRRT BIEZ O T 2R L7z,
F/REN 7T 7xF I FP 1 KE5R MU K70E 25 7
EROHIV-1ERIZ, 7TXHEV, D5 0, 93T,
IANY Y EEYROT ) REVIHT 5 ERZEORT %
RL7ZH Y RT Y KT B AR L 720 T69S
TEAZRNIIKEOR # 58 QISIM HAEREREL,
NRTI (2 Z#itEz /"3 HIV-1 &, 7/ K€V 757«
T3 POt BT &R L7,



19. B SCEET 2EBIEZHEEA

—RESRE D T 7T ENF Y T A
Bictegravir sodium (JAN)

1b5% © Monosodium (2R, 55, 13a%) -7, 9-dioxo-10~
{[(2,4,6-trifluorophenyl) methyl]carbamoyl}
-2.,3,4,5,7,9,13,13a-octahydro-2,5-methanopyrido
[1'.2'4,5]pyrazinol2,1-6]1[1,3]oxazepin-8-olate

4313 ¢ CaHirF3NsNaOs

Grf  471.36

[ S

i

IR )’(ﬁlil’é # AL O [
(eﬁﬂf—*’c IR T (L N-AF R 20 iR
Tz <, /X%)bX)l/ﬂth“/ RIZ&EFI2< <L & (pH
88)quy/~»m@mfﬁﬁt<<\m<m{L&
7.8 LF /= VXITrunry /L A LB TRV,
At 330C (TR
SrEAREL - Log P=1.45(1- %2 & 7 — )b /pH 6.0 OFEE)
— R T AN T
Emtricitabine (JAN)
b4 © 4-Amino-5-fluoro-1-[ (27 ,55) -2- (hydroxymethyl)
-1, 3-oxathiolan-5-yl]pyrimidin-2 (1H) -one
4313 1 CsHoFN30sS
GrFa 1 247.25
= S
NH,

NZ

A |

07N

o—. O
H/gJ\H

LE PN E%N%%E%@%‘ﬂi

B K. AY 7 —VIZETR T, TR M2 MYVIZE
Fiz< <L FEMRA Y 70 E VIS THEIFIZ S v,

Fh R 155C

DEARE - Log P=-0.43 (27 %/ — ) /7K)

— g% 7/ REN 7T T 2F I FTOVERE
Tenofovir alafenamide fumarate (JAN)
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2) Bonaboud S, et al. Antimicrob Agents Chemother
2011; 55 (3) : 1315-7.

3) BIC-in vitro transporters inhibition: AD-141-2285
(KRESEHH : 201943 H 26 H , CTD 2.6.4.7)

4) BIC-in vitro metabolism by CYP: AD-141-2290 (7
FRAEHRH 201943 H 26 H , CTD 2.6.4.7)

5) BIC-in vitro metabolism by UGT: AD-141-2291 (7K
FRAERH 201943 H 26 H , CTD 2.6.4.7)

6) FTC-Mass balance study: FTC-106 (ZRFE4EHH :
20194 3H26H , CTD 2.7.2.3, 2.6.4.5, 2.7.6.1)

7) In vitro DDI study with transporters; AD-120-2018
(KFEAEHH: 20194E3H26H, CTD 2.6.4.7, 2.6.5.11)

8) Japanese ethnic sensitivity study: GS-US-380-1991
(KFESEHH : 201943 H 26 H , CTD 2.7.2.1,
2.7.2.2, 2.7.6.1)

9) BIC-Population PK analysis (KiE4EH H : 2019 4E 3
H26H , CTD 2.7.2.1, 2.7.2.3)

10) FTC-PK analysis (RFZ4EHH: 201943 H 26 H ,
CTD 2.7.2.3)

11) TAF-Population PK analysis (Z#Z4EH H : 2019 4 3
H26H , CTD 2.7.2.1, 2.7.2.3)

12) Food effect: GS-US-141-1233 (K#FZ4EH H @ 2019 4 3
H26H , CTD 2.7.2.1, 2.7.2.2, 2.7.6.1)

13) BIC-In vitro protein binding; AD-141-2287 (FK:Z
HH:201943H 26 H , CTD 2.6.4.4, 2.7.2.3)

14) BIC-Blood to plasma ratio: AD-141-2312 (FKFRA4EH
H:201943H 26 H , CTD 2.6.4.4, 2.7.2.3)

15) FTC-In vitro protein binding: TBZZ/93/0025 Kz,
HH: 20194£3H26H, CTD 2.6.4.4, 2.6.5.6, 2.7.2.3)

16) TAF-Examination of pharmacokinetics: GS—
US-120-0108/0114 (KF24FEHH : 20194 3 H 26 H |
CTD 2.6.4.4, 2.7.2.3)

17) In vitro human plasma protein binding: P0504-
00039.1 (KFEHHH: 201943 H 26 H , CTD
2.6.4.4, 2.6.5.6)

18) Birkus G et al. Antimicrob Agents Chemother
200751 (2) :543-50.

19) Birkus G et al. Mol Pharmaco2008; 74 (1) :92-100.
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Acids 200120 (4-7) :1091-8.

21) BIC-Mass balance study: GS-US-141-1481 (7K:Z
HH:201943H 26 H , CTD 2.7.2.2, 2.7.2.3)
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49)

TAF-Mass Balance study: GS-US-120-0109 (#KzZ
HH: 201943 H26H , CTD 2.7.2.3)
BIC-Hepatic impairment; GS-US-141-1478 (#KzZ
HH: 201943 H26H , CTD 2.7.2.3)
TAF-Hepatic impairment: GS-US-120-0114 (#zZ
HH: 201943 H 26 H ., CTD 2.6.4.4, 2.7.2.3)
TAF-Hepatic impairment: GS-US-320-1615 (#& &%
HH: 201943 H26H , CTD 2.7.2.3)

BIC-Renal impairment: GS-US-141-1479 GKEE4EH H -
201943 H 26 H , CTD 2.7.2.2, 2.7.2.3)
FTC-Renal impairment; FTC-107 (GKZ24EH H : 2019
£3H26H ., CTD 2.7.2.3)

TAF-Renal impairment: GS-US-120-0108 (#zR4EH
H:201943H26H , CTD 2.6.4.4, 2.7.2.3)
TAF-Population PK in patients with dialysis and
ESRD: QP 2015-1004 TAF ESRD (KFZ4EHH :
2016 £ 12 H 19 H , Vemlidy CTD 2.7.2.3)

FTC-In vitro Interaction study: AD-236-2010 (X
EHH: 20194 3H26H ., CTD 2.6.4.7, 2.6.5.11)
BIC DDI study: GS-US-141-1485 (FKFZ4EH H : 2019
£3H26H ., CTD 2.7.2.1, 2.7.2.2, 2.7.2.3)
BIC/F/TAF-DDI study: GS-US-380-1761 (A FE4EH
H: 201943 H26H CTD 2.7.2.1, 2.7.2.2, 2.7.2.3)
BIC/F/TAF-DDI study: GS-US-380-1999 (ZK&E4E H
H:20194E3H26H ., CTD 2.7.2.1, 2.7.2.2, 2.7.2.3)
BIC/F/TAF-DDI study: GS-US-380-3909 (ZK&Z4EH
H:20194£3H26H ., CTD 2.7.2.1, 2.7.2.2, 2.7.2.3)
DESCOVY-DDI study: GS-US-311-1387 (Z&FP4EH H -
20194E3H 26 H , CTD 2.7.2.1, 2.7.2.2, 2.7.2.3)
BIC/F/TAF-DDI study: GS-US-380-3908 (ZK&H4EH
H:20194E3H26H ., CTD 2.7.2.1, 2.7.2.2, 2.7.2.3)
BIC-Drug interaction potential: GS-US-380-4270 (#
FRAEHH: 201943 H26H . CTD 2.7.2.1, 2.7.2.2,
2.7.2.3)

DDI study with: GS-US-311-1790 (ZKEE4EH H : 2019
£3H26H ., CTD 2.7.2.1, 2.7.2.2, 2.7.2.3)
GENVOYA-DDI study: GS-US-292-1316 (Z#FZ4EH H -
201943 H26H , CTD 2.7.2.1, 2.7.2.2, 2.7.2.3)
Phase 3 study: GS-US-380-1489 (iKZZ4EH H : 2019
F£3H20H, CTD 2.7.2.1, 2.7.2.3, 2.7.2.4,
2.7.3.2,2.7.3.3, 2.7.4.2, 2.7.6.1)

Phase 3 study: GS-US-380-1490 (iKEZ4EH H : 2019
F£3H20H, CTD 2.7.2.1, 2.7.2.3, 2.7.2.4,
2.7.3.2,2.7.3.3, 2.7.4.2, 2.7.6.1)

Phase 3 study: GS-US-380-1844 (iKEZ4EH H : 2019
F£3H20H, CTD 2.7.2.1, 2.7.2.3, 2.7.2.4,
2.7.3.2,2.7.3.3, 2.7.4.2, 2.7.6.1)

Phase 3 study: GS-US-380-1878 (iKZZ4EH H : 2019
F£3H20H, CTD 2.7.2.1, 2.7.2.3, 2.7.2.4,
2.7.3.2,2.7.3.3, 2.7.4.2, 2.7.6.1)

QT/QTc interval study: GS-US-141-1480 (ZK&R4EH H :
201943 H26H , CTD 2.7.2.2, 2.7.2.3, 2.7.6.1)
QT/QTc interval study: GS-US-120-0107 (A&84EH H :
201943 H26H , CTD, 2.7.2.1, 2.7.2.3, 2.7.6.1)
BIC-In vitro antiviral activity: PC-141-2032 (#zZ.
EAH: 201943 H26H , CTD 2.6.2.2, 2.6.2.3,
2.6.6.3, 2.6.7.7)

BIC-In vitro antiviral activity: PC-141-2034 (#zZ.
EHH: 201943 H26H , CTD 2.6.2.2, 2.6.2.3,
2.6.6.6, 2.6.7.11, 2.6.7.13)

BIC-In vitro antiviral activity: PC-141-2036 (#zZ.
EAH: 201943 H26H , CTD 2.6.2.2, 2.6.2.3,
2.6.6.6, 2.6.7.11, 2.6.7.13)

BIC-In vitro antiviral activity: PC-141-2043 (g%
HH: 201943 H 26 H ., CTD 2.6.2.2, 2.6.2.3)
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