JN
s % 20264E8 1 5T (55561)

* 20264E3 H 2LET
B SRR HA B R
BExhHEAME - 364 H 87625
B 1V Z{bEaEER
SIVFEI T2/ — IM'HJI]% aEY 242
RS IAF'}/G’I:/ FIKRENWNTSIxFIRNTY b EﬂAﬁ
o EERS
S LY -9 AR
SYMTUZA® Combination Tablets -
AR 5| 30100AMX00021000
Rk~ RO LTI X ) MRS 2 2k e 210ETH
. CERIANOY ) BN, PFLHIVEEIZ X 216H 564 H
= \ N BILL T A ki S L. 7 4 L A £ (HIV-1
BRUMEMT R % nT#b'CLO\éFE\%'ﬂi\ *%’J@?x%“#‘ RNA £ 4550copies/mLA&i) 2SESNTHED . ¥+
IEiCE&V), BREBMFRAIBRT 2B Th P HIDT, UMK DI EREA R % F2F . ARA A )
AEDOHRE LRI IGEICIETEETHIE 5 Z S &R S A B
ICIEREMDIEE. EELTI2EThIH2DTEE 5.2 zlg;‘q SR BB H o Tl BEOBEE R O
T3 & [9.1.3808] A LA MR GEAE T TR & 5 W IE BB
FEHT) %iﬁ%o:a‘é:ao [17.1.1, 17.1.2. 18.3.25 ]
2. B2 (ROBHFIZIEKBRELAEVWI L) . .
6. ERUVHE
2.1 1] JiE D D Jisd ¥ .
ws| 28 FRORAUHLBREORIEEOD 2 EE L A OI2HE B Ao R AOkgbL /M1, 1
B I S A N SRR S YDA FI1§E (5L F EN L LT800mg, T RSy b LT
. . D 150mg, TA MYy ELT200mglklts /KL
NEYE O . Joh Dt
{ , /j_fj ,F;F_}Mﬂjﬁgtﬁﬁ I’li}fﬁr;\ . 7572 F3 FELCl0mehaf) %10 LE &g i
4R FZT, Tya5T 2T, IhE. YT RERISHELETT 5o
VI A IF T RN LR KR, EE 7. BARVARICHEET 538
YR TNASF L, DV TS S CRAR - K 74 FHE, FLFEN T8 — LRI, TESAS
HhTxzAv - Ay7aLvyrryrF+¥y) sy, Ye oo b ZAMYS IV VRUF /R ENL 797253 87
WIH I, TIHOVIAN) Y, AFIII)VIT XN 2 VB OAR S % ST A AR THLDT, SNHD
INIVTFFT AN, DIVTFFT 40N (LNFF), §55 W el T WA Lok, T, VTR
ZAN (TREVVH), TaF e v, TEV=VY o b L LB AN T TH DY L FENE
YN THENEVE L ARV Y AREY I, BHTARKR T/ REN YV TOR YT OV
TSV /)y, VIV RNy, aIF RN, 74400 PabiH L L LAV b,
Y AKIUAR) L ANTTIL NARTTTA 7.2 AAENE. HIV-TESE I8 L CLAI Tl T ) o T
(FESE LR TEOMIEY) > PERILE (1) > 7 SHReE b2 MOTHIVIEE f L2V C by Z7 0
Y NEEED) OREERE) . A7 a5 =0 A MUY EEDOERTE, v A b AR R A
BRlRiE, 77 L) VHRRRIE, N AT ) N LTWbII 7Y VbR L L AN b,
HERSNL T T LIV ERSHOLE [10.12H] 7.3 KAFRGE, LT F =2 20T T 2 AH30mL/ minil
2.3 BHAED D\ ITIFRRTERE EEE T, aveF r 2k AT L2 A0d. Pr5omik 42842 ok, [8.35 0]
HSipo®E [9.2.1, 9.3.1. 10.25H)] o
2.4 R AERER, HrAER, LB, 3SEERHGOYIE 8. EELEXRNEE
[9.7.1. 15.2.2&MH] 8.1 RFOMHIZE L TiE, ENNOT A KT 14 VD
FoEHRESEIC, BELTEEICRDLEY &I
3. #RE - MR 750)515 1250k BB LB 2 7 T2 =
3.1 o
E&ﬁg P v 8.1.1 AFNIHIVIESIE O BIGHEE TR wu&ﬁ%
2L aﬁ% SEL H L % & & HIV I O HE I 12 B 5 5o % 56
57“)1/‘% E\)l/ l?/ﬂ)w\Jb[}%Sng (y)b+ E)L/& 'f}LU’Z:T lé‘b Z)O‘)VC \%%H{X%‘Eﬁﬁﬂﬁé’@%ﬁs’ﬁ((ﬂw
ARBBST | LC800mg). TE¥ YA ¥ v F150mg, LAY VS ZALIZ OV, FATHSEIZRGT 5 2 Lo
¥ 200mg. 7/ KN TIT7 3 N7 8.1.2 AHNOEMHZGIZL 2B IZO>WTIE, HEDLZ
11.2mg (7 /AL 757x+3 F&LTl0mg) HRHETHL L,
T AFE, JUAHINAT—AF FY T A, R 8.1.3 AFNFxG-phath, HUEOIRRR LICHEZET L
A T—I”J/ﬁa77?f\/‘7l\ fifEru—2, vsu 720 A EIELZD LawnwZ &,
— V4000, KV E=LT VT - (ERGF AAL 8.1.4 AFNLPEHEA EAEIE 2RSS 2 LD Db 720
N TSN (e 1 BRI 0§~ C DA 2 LB\ B 5 = by F 7o
3.2 RAOHEK AHCHEFPH MO HH A IR+ 234, FHIC
- FIE | B~ mEO 74 VAT —T 1 VT8 HYEIHET D 2 &,
FH E 1] I 8.2 RFNZ X G IX. PLHIVIEEIZ 0 % ik 2 FF o R
s Mo L CHBT 52k,
8121) | 8.3 RABLGHIE, 7 LTF=2 70T AEOREE
N EfE (mm) [fifE (mm) /28 (mm) | & (9 MAEEM L, HREEREOHMEMRT 52 &0 55
Rz 22 10 8 1.60 IR, 2 L7 F =22 1) 7 5 2 AH30mL/minbh E
#p3— F|JG 8121 ThdHIERMERTHI Lo o KHFEG %S TN
BRRAESICLD, BEOREZEEFEBETLZ L,
4. EEXIIHE [7.3. 9.1.4, 10.2&H]
HIV-1EE 8.4 HIV7u 77 —EHEAIZ L A HHEPOEBE T, PR
. e TS AR, WSO A RIL L. 2 0 S B
5. XEERIIZNRICEHET 2EE W b7 R R %A L2BIAHE STV,
5.1 LTFTOWFNHhOHIV-IEGREEIHEHT L2 &,
- PUHIVEE D GHRAESR DS 70 W EE




8.5 ¥ IV U MR AR IZ B VT, BRI R
DODARHZ DL DL ED10.3%DEF 2D S, FG5 1k
YT 555130.5% HEK OHEERMEO FA %20 &
FEDFEE120.4%. B2 R R AR IE MR HE (20 1% KT 12580 &
Nrze 720 BEOLGRENSPFEETH Y, K5
BG4 ANIZ S8 L 72 239 G- i s il L 720 72 8.
HIEREBRO S 5 BE 2R E LI2F VT EILOiEyh R
MERICBWT, FVFELKRDINTZIEVEETL L
CAVEME LA, YIVFELLIETI VT ST
O—FEELL Y AL T, #EH L OREREZRD
SN TRVWEELEO I ORBEN GNP, L
L EEHNCEME L - RBORBIRIZIZEN R L, 5
FREE D> & 8B CIBIEHIIR L O G- b id e o 72,

8.6 PLHIVIED L KB HEEE 24T - 72 JBE T, R FRE L
JEBERESHRE SN TV, TGMGHE, RIEREED ITE
L. JEfEEO &L S FEEFEE QDM RERE (1 a7y
FTVYLATEI LT Ly 7 A, L M ATT T L)V
A, Za—FVAFAEIZL DL D) I B LR
BB D BB, Tz, RIEREEO EIEICEW
HOEERR (FIRMAEREITEE. Z38%MmE. ¥
Vo NV —EMERE. 7N YRESE) BRI L L omE
WHHDOT, TNEOIEREFHML . LERICIXEE) %
G ERTHI L,

8.7 ¥IF U IIZ X BIEHTICEFEHMD T W HE SN T
WAL DT, HEHEOEREGRR A ) B oOERIEICI3E
HEYAZ L,

8.8 LA N EFIDORRIRAERIC BT A M FEH
L. ZOREBEERFEINETEVI EATRBEN TV S,

8.9 JFtfEEE, WHNHOLDLNL I ENDHLDT, E
AR 7 FPRERERR A 24T ) 2 & B2 51291 2 &
[11.1.2%H8]

9. HENE=2F I8 ICHATIE

9.1 ABHE - MEEZDH D EE

9.1.1 MAKBERVELVWENEEEE T 5HEE
HIVZ 07 7 — EHER THETR OMAREEIZBWT,
B2 5% IN0LFEE R OF H i B 3 5 o0t IR S o 8T s s &
nNTwnhb,

9.1.2 Rk T I RRERISEFEDEREREDH 5 BE
RIBBIED S S DN DWHEMNELH Do FIVF E IV A
WERYT I FEZET 5,

9.1.3 BRIFF X1 JLR (HBV) Bg%a#LTV3EE
KR DG % s 25123 0iEET 5 2 L, BRIE
PERF % G0 L TW b BETIE, AFoFxSHhIRIc LY,
BRUSVEF DTS 5 BENDDH b0 FRIZIRAMETE D
Gy BRELT2BF00H 5. [1.21]

9.1.4 BIHEEZED YRV EHTHEE
JVTFZr )T T ARG ) v OBt % Ehi s
52k, [8.35M1]

9.1.5 WHEINDERFNH 2 BEIZOHDEHEKRE
*HTHERE
gt E oty BESED L NGEICIE., 5%
Wb 2%, BYRLEEZT) 2L, T/ KK TT
7 )3 R VERE R EF T 5 MR O IR R Y
FRRRERIZ BWT, BEEORT L ERH oA LF~ —
H—OLAPRO LN, BREOTCEIRIEEI N, F
7o, PLHIVIRIC X 2GR DS 7 WHIV -1 &S 51
ML, 7/FEN 757253 RIVEEEEHT A
BE D 5 SN BIRREBRICBW T, BRESKT L7
FEBI TR H A7z,

9.2 BREEEERE

9.2.1 BiEeEEERE T, AL F L2 B5HhOEE
BELWZ L, gV F oMb iEEr R85
BetEA H 5. (2.3, 10.25:0E]

9.2.2 EENBHEREEDH 5EE (ANEF L 5B5Hh
DEEERL)

IAN) I EYOMAEENEAT S [16.6.351H]

.3 FHsgeEERE

9.3.1 FFiSEEREEEE T, QL F 2B 5HOEE
B LWwWZ L, gV F oMb EEr A SE LT
BettA d 5. (2.3, 10.25:0E]

9.3.2 FHEER=ERE (AL F L #BE5EHhDEEFR])
EME TR REMR A 24T ) 7 E BB OIREL 0125
L. BEALARD 5 N2 a1 3R 3 G ik % £ %

©

FTHIE, FVFELRTILY ZAY Y MIFEIIFET
R s, FEERE CIREVIMTEEN T 587
NhdH s, [16.6.22K]

9.3.3 BMEEIMOBRE R/ IICRFXBEERSRIC

FIRREREPREOHONZEE (AN F o 2HREHRDR
Ex5BRC)
TEIRICHFHR R 2 179 % BB OIREER 45 125
L. BALAERD & N2 1IR3 P G il % Z 58
TEIE, FVFELKRTICL A Y MIEICHET
@S, FEEEF CEIBVMAEREIEHRTLBZ
NDdb, Tl FFHREEL S SICEAL SR LRSS
Bo FNFENOHINE T/ MAHREIZE VT, B K
O/ JTCRIFF e IR G BB Cld. B EFH RN O TER
THEEF DS B, FEEO 5 OFS ARSI H 0 K
BERLVE,o 7,

9.5 1T1@

Il TR L C W A A REE O B 5 ok, %5 L%
WZEDNEFT Lo KFFEG IR L 22560
RGEADOEE T, ZHEICLDL) A 2 EE L7 L CTHE
RN HEE S 5 2 & o IR R OFIR #2304
WICFIVFEL - avY2¥y NEEKIZHSL-E
X, HEHBLIEBELYVFELRERIEY 2% v Mol
FEERTAED LN TS, F7-. BiWRE (L)
IZBWTT / REVORBEAOBITARE SN TnD,
[16.6.42M]

9.6 ®RILIF
RHAEABFEELI L, FIVFELY RFaV I A8y
MO, BWER (v M) THITFRABITT L2 LR
MESNTUED, & MFUTHNOBITIIAHTH 5,
FIREVROPTZA N F YD IR A~DORST
BIEENTVWEDY, F/FKENL 75972+ 3IFok
FAHFANOBITIIRHTH 5, F /2. HIVIEG MR
FHix, JUROHIVIEG % 8 5720, LRSI EZ S 2
BN ENEE Ly,

9.7 NB%

9.7.1 MR AKREE, FrEN, U, SEAmOIEIzId#
HLzwz b, [2.4, 15.2.22H]

9.7.2 3fE~ 11 IR EAOkg A O/NE = 3 R & L 72 FiR
BRI L TV ey,

9.8 S
BEOIF, BROOHEDKT . AHE. PRS2+
TIEET AT L,

10. fHE{EA
F Nl CYPSATHREH & 4L, CYP3ARUCYP2D6%
FHE L. F-PHEALTHET 5,

JETYAY v b CYP3AKUCYP2D6 TAEH S,
CYP3AJUCYP2D6% [HE L. F/-PHE&EH. BCRP.
OATPIB1 K. UFOATPIB3% FHET %,
FORENVROITL M)V F Y REREA & REERY
7o SRANAE A X 0 BRI S LB

T/REN TITT72FIN T T A, CYP3AK
UPHEAOREETH L, [16.7.12H]

10.1 SFAER BHRALBWVI L)
FeHI 4455 BEAER - H518 7%

V77 Yy | FVFENL, a¥Y
V77T A&y MR T /R

T /)N)VEY— |V TTF T )3

N2 & o> Ifil H i BE A
T ) N—=VEE T L, BREIORDE A

A= NV WEST 2 BENN D
TLVETF V& | b,

RAT 2= b A
KA A

ANNTEY
T7 L F=

TN E IR
7=V =%

[2.2, 16.7.2%

]

I+ bEY

7 (St. John s

Wort, > b -

Ta—r R J—
b &

[2.2Z:H]

#e - fabE

s oFEH O
CYP3AK U'PHER
FEIEIC X B,

*




B pa FEARIEIR - WEAE | B - faRET
IUHLEIF [ FVFELVETRIE | NS O EK O
AR Y | YAy hollidig | CYPSAZENEM I
1Ry 7F=7 JEPMET L. AHID | LB,
F4 TR BRI T 5 BZ
IVaATT 2T |\ NHDH D,
¥s7 Y
NN
F T L
[2.2&0]
FUT VT A INHOFEROIMAp  F v+ BV KT
NV F WEFAICLD, B XY v PO
RPN JE O FEEF R M HIE] | CYP3ABHEET I
FVIaa FOBRELRUIAMG | L. s 0FEH
IV 7Ly IfERERIEFT LD oORBHHE S
7ag A BRERI DTHE | b,
(2.2, 16.7.2Z |\ MDH 5,
]
DIV S I D) AV b AV N 0))
it IILAE R EE S BRE 12
RV 4 AL TEHDE L
[2.2&0] RS B2
Hbo

YEY R
[2.220]

YEY Rl
AR RER
LEOFEE R T EA
W fabd RIS &9
LEZRHHE S HE
HWhd %o

UNAYF
) RINA
[2.2%:07]

TUNAFZF O
PR LA LD
THETSC 5 R 2SS &
LBEEA D 5 o

INITY I VA
Mt - oK A7
Y- 4v7n
SIS S S} I
707 IV
e oz )ag
v 3
JesFIiITy b
INITRXNY”
A F )T ) T X
R
7NV M
[2.2%01]

NS OFEF DI
WEE FRICE D, K
Y M REAE . S
DEFE R AT A
fabrz Ty &9 7%
FERHHE Z B HElE
N5,

INVT T 4
LY b+S
YIVTFT 4N
LNTF
55774
V2%

[2.220]

NS OFEHF O [
HEY FASELB
TNDDH 5,

AR D AR )
o)t
[2.22]

Jat ey ol
RS LA L. 1E
FAH TR 5 BTN
N5

TENZIE L
ANTay s
7L =T
MR &0 4
Y OARFVINW
L ¥ 2R
a8
[2.2207]

TENLZTE DI
RIEEAS LA L.
FAHE3 2 B2
2H 5o

iy R AN
77
[2.217]

7L L/ ol
bli355 a0 N0 w2 S AN 111
1) AMED FAE
FRETHBENDD
%o

VI Ry
Iy —5
[2.2%07]

A ANt
A LEA L. fERD
Wik ABTN0d
Z)O

uIsEr
Uy AFE
e

[2.2%:7]

T3y Y ol
JENE L ERT D
BENWDDH S,

S

FEPRAEIR - $5E 7 5

B - ST

TA4 AL
FLYTFAT
[2.220E]

T4 AL/ ot
REPE L BAT
LBEND DD,

Rrua xRy v
VT F A
[2.22MK]

K7 a AR »OIfil
W EES EA L, 1
MAHERS B BT
b b

A0 2 < Q|
S S A A 7))
CYP3AMHENEHIZ
£, I o3EH
ORI ES 1
Z)O

AINT T
a5
[2.220]

ANT TV Ol
WS EA L, W
DFERSH b s
ZENH D,

XA T T A
(FF 56 UL v 1

XA 777 A0
RS AL, MR

IRy PO
CYP3ATHEMERIZ
0. s odEH
ORBAIHE S N
5o

DIVEY 7SR | 95 1y R O S8 3

M (/N1 2788k | ASHgas 3 A W REVEDS

o EixEte) | b,

O FHEHE)

RNAT LT AE

[2.22M]

A T7ary = A TaFry—VO | T LAY v FOD
PN mrEE»s LA L. |CYP3AFHEMEHIC
VA PN TERDHHT 282 | L. 2o

[2.2ZH]

Ne %,

7TFELY VIR

7FELY YOIl

e BN LA L. EIE
IZFLIX HOREB RS 5
[2.2501] BENDD 5.

CNH LTV < NH AT YOI
HAFAFA | REN LA L. BIE

[2.2Z]

FASHERR S, U
BERERE 1 X B AR
EDY AT HEE D

ORBAHES
%o

BENDD 5
YN —a XN INSOFEFOMT | ¥V eV R
v WEPLEAL.FH EY 2% v o
A 7LV BRSNS T L2 CYP3ARREEH X
Fhr Ll L0, W R | P& EE
PARIIE 4 WHWRTLBZNDS|I2LD, ool
[2.2&H] H5bo F O L rP i EEAS 157

THIEDDH D,

*10.

2 BHREE BHRICEETR L)

FHN

FRAREIR - F 5

W - fabE-

TERIFRXE Y
(&4#5)

FIVFENKRaY
VAY v b O
JEAME T L. RHIO
BRI T D BE
Nhdhs. A+ 5
WAICIdEE L <
535z,

FEFAL D
CYP3AF MM I
L. FIvFrev ik
OELDS RN
R AR S LB

VA ZAV.E A

v
[16.7.2&H]

T RIVINAZF oD
o B AT X
A R R
DT B REMEDS D
%o BEHT 25412
EPLEICSLETT b
WINA Y T v DG
=ErHET LR EE
BLHGTLZL,

P ATFu—)v

Hov A 50— VoI
R BRI LD
QTIER., #hiE.
PEBAREE O L S R
HLEOFEH) A7)
RS B HEED D
%o BEHT 25612
EES T
A Fa—LofhE

ERETLHREEE
LTHETLHZ L,
VIVFEF T4V | IS oFEHI ot
NAT 5 WA LA s
55574 B»H 5. BT
T )AL V| DEAICIELEILL
VFA4T CTIhsDEH D
[16.7.221] PG EE R T 5%
EEELCESTS
Zk,

YNVF eI KO a
2% v bDO
CYP3AMHENEHIZ
X0, s o3EH
ORI ES
Z)O




FH 455

FARAEIR - $EE T

BT - MR

a5 YT
TR
IAY T A
I FAPN
VYT L

VAR A=
NTY T
VVEIIF
R4y (&
H¥5)

¥y

TrazR) v
Forual) LA
A=
FLYTY LA
[16.7.2Z:H]

VA= D2k JAUN
IRMAZVINF

Caftitis)

(7zuav ¥,
— 7Y,
ZANTE S,
VPN = BRI
TIVFTE L,
N8 VE)

TIWVTF )
AV
T Rk=vuar

T T =7
IO LA
—uF =7
FINF =T
YT IAF Y
Eryr7)AFr

Ko s o

TEFIIN

NV T o v
L NY)TE Y

FEA T T
TF¥FTT—1h
[16.7. 2% ]

TIMN)TFY
£33V
NaFxtF v
J NV N TFY

v

R0 ) AN
AN
[16.7.2&H4]

VAR RY
NX)NVT 2 FT
s ILFTEY

Ty =)
T¥Taky
I~ =)

TaNT ) v

MyvrFuay

T¥A PO AL
g
[16.7.2&04]

I OFEF I
A LA s s
eV %o PR
BT LIS
LTI DHFEH D
W ETMET AR
EEE LTS5
k.

FIVF KR
S S A )
CYP3AMHESNEHIZ
I, Ihs ol
ORI E S
%)O

FIVFEN R
AL vt OPHER
FIEIERIC & 5,

FIVFENKEar
A% v FOCYP3A
iZCYP2D6IH 1k
2L, hbso
RO E S
b,

NA N7 T A
(T2 33 R
DY ¥
Fifss ()~
INERME ) N E
Et) OfERE
wEm., 2ng
A A a5

Nt b7 T 7 ADIN
RS B L, E
VEFR ST 2 B2
NH5HDT, XA

NI T ARBET | B

bEEBHIZEFDIR
B EEICHET S
Ny

o

IV AY Y FOD
CYP3AMHESEHIZ
L0, s oA
ORBAHE SN

o

E SR BEARIEIR - F5E T | BT - febRE T
HANARTVU—=) | ZNEOEHOMF | I A5 v O
AbTau—) | EEE LA SE50 | CYP2D6EEH I
FEH—I REMED S 5o BEAIT | L0, 2o 03EH
S A= | PRECRLECES | o R # 2 E S
XESLFY LTINHOHEHD | %o

e AR N s RN

EEBRLTRS TS

.
TU2NAEF v | 2nEOFA DM | BEFAH
TINAEF v |REEAICEY . A
EYNRE T | BUBRREAEZ 5

[16.7.2Z&H]

et e b M
ERCE el MO I

I (Y E- %1

OG- EEET 5

o EEEL TS T

5k,
D I TIFXTUOMFR | FVFEVRTTE
[16.7.2&M] ErERSELUEE|VAY v N OPHEIE

MWsd b PEHT S
BAIIZLEICIG
LCyaxy o

FIRESEIC X 2,

SmEkms 5%
FELTHESTA2
o
aJ)eF e oMb | F Ve K a
[2.3. 9.2.1, |E2LFAIELWUEIL Y AT v bO

9.3.1%H]

e b, BrHT S
BAIIZLEILE
CLCcarvesrrofk
SEERET 5% E
HELESTAS
o

CYP3ARLEMEHX
(I PAE A I FHLE 1
&%,

sy Vvh 7L E
DI < A AV 4
A )

7 LH 7L EILOIL
g Y LRSS
WHEED D B0 BEF
T HEGEIIT LTS
LT LA TLE
V-¥ETLyFAY
WV OFh % i
57 EERE LTS
THIE,

FIVFE I a
¥y A%y hOPHE
ZF. BCRPXIZ
OATPIBHEEHIIC
X5,

FoAEL /v

FoZ¥L /) rolfl
FIgEELY A5
RN D 5o PR
T O AIIELEIS
LT raAEL )
YOG EEWET
57 SR LTS
THILE,

e

A4
(ZF=)VT A
AV | 2N
VIFAFU Y
)
[16.7.2%#]

IS OFEHF O I
EERET S5
EMEDsd 5o AH %
B5358461% 5
DRI FEERATH 2
ENEFE Ly,

B AW

AR
[16.7.2&1]

A 2 O L
ZT S5 el
N b HEHT B
BLIERL TRY
j‘%:&o

A

VT TFY
[16.7.2% 18]

FIVFEN, aLvy
A5y N ROT /R
BV 7773
F o i i B S
T L. KB ORhFDS
BT HBENDD
bo Tl2s VT 7T
F v OIMAEEZ
A S L REED D
%o PEAT 261
[Z NS UTARH)
i) 77 7F 0
EEER R 1 1 PARAN
CEELCES TS
ek,

V7 TF D
CYP3AJ U'PHE & 1
FEMEH. ROV
FELRRIL S R
5 P OCYP3AH
FERICE B




0%

B PRAEIR - F 871

W - faprd T

7)) Au<A
vV

Y Au~A
v

[16.7.228]

FINVFEIl, I
AFy M XIZINns
DFEF| O [ A3
AT 2R S
%o BEHT 25412
IEVZETIE U CAH]
iz e odEH D
HHEEMET 5%
EEELTHES TS
Rl

FIVFENKENaY
YAy hEING
DOIFEFOCYP3ATH
EFEHICED ., ME
CABAHEE S
Z.)O

A Farr—
rhagy—u®
R aFv—u
TV aF =)
[16.7.22H]

FIVFEN, Ty
AF v M, T/RE
VvV 777 xF3IF
Xixz s oEHI o
MR RER AT 2
RN D 5o PR
T AT
I U TAFI LS
5 OEROxGEE
TEIT A% EERL
THEHGTHI L,

FIVFE)N, T
ALy M RT /R
v 77723
FEZnS DR
CYP3A K U'PHii & H
THEERIIC & %,

INT 7Y
[16.7.2&:H]

TT7 7 ) YO
ISR 525
ZEDHDH, PEHT
DA T BTG
UCARFI T T V7
7 YOG E T
Bid 5% EERLT
BE35Z L,

FIVFEN R aL
T AY v b OIEY,
R B E R S
BYINN | b/ 31 N
BB HZ DD
5o

VA=Y
T 7uaE)l

LA T
RAELITT L MY

PRI~ O RE B i 2%
(MRSE | SRy (P ¢

Hryravly |V COMAEE | K RS A58,
INVI vz a | BER L. FERER | PR ORAIC X
vLEE % BT B HEMEAY | D HEMASRIE S 5.

b5b. FEHT 85

WZIZ MBS L TR

FI L Z s o ZEFH|

O 5ExWEHT 5

T EEELCRET

BT,
HHET AT 5 | SNHOFEAEOff | Zh b 0FEH & ff
JEH FIEHET 2 2 & ASEE | ILZ & 0 I e i JE A
[8.3. 11.1.4%| L\, FATIBENDSD
s 5o

1) ENTIAPHA O H 5858

1. EMEA

WROBWER DS b D2 EDHs0T, BEE 4512
T, BB OSNLGEICIEHKG 2 hbT 2 7% 2
YR LEEFTH 2 &
1.1 EXAEMER
N1 FEMXKIEEBMMBAEAE (Toxic Epidermal
Necrolysis : TEN) (GHEARBH). 1R E ;R E % 2
(Stevens—-JohnsonfEf&EE) (HEAH]) . SAHE (M
). BMARMRSHREE (HEAH)
BEEOREND L bNLEZ. RAOHKG 2 HEEIH
LY 2 EEFTH) 2 &,
11.1.2 FrgeREE HERB) . |E EEARP)

AST. ALT. y-GTP® FASE% 0 IFRErelEE, a2
HHbNDLIENH B, [8.95MH]
11.1.3 SHEX (0.1%)
11.1.4 BREIEEOBEHAERES (HEA)

B A, BA A, SMERBEE SABRANE R AR
E 77 ra o —EERE, SRR IEE, BR
JENIIBEREOEE OB END L bLNL I LD DH
5o BFRMAMEICEE DO b NGA 12, &5 %%
W3 2% 8, BYRMELIT) I L. FFICERERED
B 2 BB R EHE O D 2 FEAPHG ENTWDE
HTIERET AL, [10.228]
1.1.5 ILB7> K- ARVEHEEICL2EEDFEX
(BEBRRF) CBHEEASHH)

FLEET ¥ 8 — ¥ A USRI AR b v B BARE R 3L
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Zlo HURBROGERE T HT 5 BEICBWTILIE
ETLIL, TANYIH Y NET ) RENEES L
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13.1 E
FVFENVRFIEY AY Y MIMEEARKGEIEW
72, BINICE VRSN wWEEZENLE, TNV
Y ROT R EVIGIMLENTIC L) —HRE SN S,

14. BREDXE
14.1 EXFARFOXE
RHN R CTHER L RN &

15. ZOMOEE
15.1 EERRfERAICE D 158
15.1.1 fEREBERE H 5 WIZTRED & PEF OB HRERE %
B4 A0S O BHEE (GFR) I2KIZT a3y 2% v b
DEBEWE Lo A FANFY =T )T T2 AIEH
ol M7 LT Fo v fir g s L 752
YONT T Y AR UARERNNE S LT )T T
2E 7T RN TRI28BIET L7z 7. fEHEN:
BRE TR MR EZME L2 2 A, Zihid o7z,
15.2 FERREREABRICE D < 155k
15.2.1 VLV oimaEE (5 ) V79 ik, &I
S MR R T B BN R OV F AR ST
BITzo EHEALE S s R TIAF VIBHOERE & &
Y12 RIMERINT A =7 DT bnA bz,
15.2.2 14235 526H (b O33R ICHY) T, 4
Ty MIFIVF YL E20me/ ke H1000me/ kgD F &=
THG LR SRR Sz, [2.4, 9.7 1]
15.2.3 ¥~ A7 BT v ’ ZHWIZF L FELDD AR
PSR RS I M L2 T AR 1 7 S A6 I JEE R OF
Jadia O FSBIER OB, HET v b 12 BRI 8 T I AS
D BT,



16. ZEYEIRE
16.1 IMmAERE
16.1.1 BERE
T HE R NS ARH & B i IS AR I 5- L 72 & E oIk 47 )1
FELVKRNTETAY Yy M, TARMNY) YIS, FIEREL T
57 xF 3 FOIEWERE T 2 — 5 2 FEUIRTY,
F1 BRAABERACAF 2 E%ICEAROKE L /- & E0miEH
FIWFEILRVCIAES R Zy b, TLNUDREY, T/KREIL 7
Z71FINOEYEENTA—4

I GEHER) | tmax @ HYUE (REFR)
Y ERE ST 81l 811 8l 811
A7 yuren |avyayy | TAEIET N TIRCY
I~ 3.00 2.50 1.75 1.25
(hr) (1.50-4.00) | (2.00-4.00) | (1.00-3.00) | (0.75-2.50)
Cons 5965 1004 2671 183
(ng/mL) (958) (273) (431) (71.2)
AUCe 58441 732 11342 132
(ng - hr/mL) (20276) (2754) (1262) (38.4)
e 6.39 3.69 18.71 0.26
(hr) (2.41) (0.70) (2.97) (0.06)

R N9 AH 2 BRI A5 L7z & & DIffEd 5 v ¥
VERIELY RSy by AT IEY, T/REL TT7
= 3 FOREMBEE ST A =5 2 RATRTY, GHEAT—%)
®2 SEABERAICKR 2 RRICHEEREORSE L £ L EOmED
SNFENRVIAES XSy b, TLNUDZEL, F/KEN
TZ71FINOEPHENT X —4

FIGME (RS | toa © PULAE (EPH)
By 931 9351 9341 94451
INT A=Y . . IANYVE | F/REL T
FNVFEN (AT AF v b vy SgeF3 R
tmax 4.00 4.00 2.00 1.50
(hr) (1.50-8.00) | (1.50-6.00) | (0.60-5.00) | (0.25-3.50)
Conax 7042 894 2041 110
(ng/mL) (1481) (254) (481) (54.1)
AUCoo 87280 6785 1188212 1277
(ng - hr/mL) (28097) (2518) (2002) (39.4)
tue 5.9 3.7 16.5% 0.3%
(hr) (2.1) 0.7) (3.3) 0.1)
1) 8741
1#:2) 85f
3) 7961

16.1.2 R{E#HS

TR N L0BI A5 % 1 H LA A 2 FOERE 8 G- L7z & & ol
FENVFEVROPTIEY RSy b, TAN)YFEY, F/KE
V7T 7o) FOEYBE T -5 (12HH) % EK3IIR
FW, JHEAT—%)

=3 HEAEERAICKE 2 BERICREREL - £ E20MmEH
AIWFEIRVIAEIZRZy b, TLMNUDRES, F/KEN

TZ7271FINOEYBEEINT XA —4

SEIME EHEMRZS) . tmax, tuz @ HULE (HEPH)
S BhE 1061
INT A — . . IALNYVY | F/REL T
suden |avsayy b vy el
tua 3.00 3.00 1.75 0.50
(hr) (3.00-4.00) | (2.00-4.00) | (1.50-2.00) | (0.50-1.00)
Chnax 9743.2 1305.2 2198.9 130.7
(ng/mL) (1391.01) (179.95) (455.01) (51.19)
AUCuu 113654.8 10097.3 12602.1 -
(ng - hr/mL) | (27016.15) (2395.47) (2067.52)
AUCs - ~ - 116.4
(ng * hr/mL) (30.27)
tue 7.13 2.90 5.48 0.41
(hr) (6.53-9.01) | (2.81-3.42) | (4.74-6.96) | (0.33-0.51)

PUHIVSE O {HIEREER DS 7 VI ANHIVIESSE B L Vv L,
IAN)IYFEY, F/KREN 757 2F 3 NiifERELs R
72 7% WHTHIVEE BRI E O HIVIE YL B H 210012 . ARHF) A 1TH LI &
WCHERG Lz &Ry )V FEVKDTIET AY v b, T
LAY EFEY, FIREN TTT72F3I FOERREBIZBIT
LIEWBREIN S X — & B R4 RTE, GHEANT—%)

R4 HIVREREBEICAF 2 BBICRERS L - £ EOMEEHR
FIWFELRVOIAEYZRZy b, TLANYBEY, T/KEL
75717 I NOEYPEENT X —4

M (EEHRED \ twa, tuz : PO (PR
HYEhRE 2161
INT A . . IAN)TY | FoREL T
FFEL | T RE Y Ej 272%5}“
tmax 3.00 3.03 1.52 0.53
(hr) (2.00-4.00) | (3.00-4.00) | (1.50-2.00) | (0.50-1.00)
Crnax 8826.2 1128.7 2056.4 163.0
(ng/mL) (33.3) (35.3) (25.3) (51.9)
AUCuu 99301.8 8744.5 11918.0 ~
(ng - hr/mL) (45.3) (43.9) (35.9)
AUChs ~ - ~ 130.5
(ng * hr/mL) (34.1)
12 9.42 3.16 7.51 0.45
(hr) (6.31-13.87) | (2.77-3.70) (6.40-8.79) (0.38-0.66)
16.2 IRIR

16.2.1 BEDE

AH) % BRERICH G L2, 7V EV D AUChs . O Craxld
ERIG R L T G L 7o & B L T & 2 34% K 1M45% 1%
{, Y AT Y PDOAUCHs L O Crald BRI A & 128 5L 72
B & i L CENEN29% K O23% K> 720 T2, AR T
¥V DOCmax IR & & F1CH G U220 & Tl L €L 22 IR
B 5 L7280 FH326% 7 < « AUCksIFRETH o720 7/ KK
VW 777233 FOCmaxlTE RN L LICHE LML i L
T ZBIEERICH S L 20 )5 5982% 78 <« AUCusdd[AFEE TH -
720 B, HHRONEX, AUCK I CnaDZEEI O IZIZHEL
v, B (HEAT— %)
16.3 9%
16.3.1 #JILFEIL

b MR AHRIIN5%TH ) . FICa-BEIEEEICHA L
729y (n vitroitlg, FAmENTE:)
16.3.2 AEY X & v b

b MR EAHEE ST, 97~98%TH > 721919, (ex vivoillk,
S ENTER)
16.3.3 TL MU HRE>

b IS RS ARIE, 0.02~200ug/mL O #E EEH P 12 5\ Tk
FEARIFE T A% KRG TH - 720
16.3.4 7/ KEI 75T+ 3K

b b HEEEFBEEIT, 77~86%TH > 72,
16.4 L3
16.4.1 ZILFEI

v NFIzav—2%BWn vitroiEE T, FVFEIIEFEIC
CYP3A4IZ X W ERILIICR S B 2 EDTRIBE N0 In vivodt
Bk v o NHEE3HEED ) . BATITHIVA IS
IRV TR RELERDLI0%BLL T TH - 720 HEHER A HMCHE
FRL72 0V F /1) b EV400/100me % B %S L7 & &
MR RERE DR IR B LA TH B Z LRz, 17
16.4.2 AE X &2y k

EMFI 20V —AKROCYPT A VHA L%\ Tein vitro R
T, IEY A% v MEEIZCYP3AIZ X ) BB S, —3
CYP2D6 T SN B Z LRI ENz, T2, V0O ViR
BRI S N oz, 919
16.4.3 TL MU RE>

IA MY T EEFRICRBICHEE S L, R o2
TR\
16.4.4 7/ KEI 75T+ 3K

WOPG%, RMMEEERKL N~ 07 7 =00 T 7Y VAR
OO VEF VI AT T —EUI L) 7 7 K EVIAH
EN, FoB, 7T/ RENVT) VRIS S Rz, CYPOFRESE
BABEZ T VBRI BWT, 7 /88N 75 72F 3 FiE
CYP3ATHI I S/,
16.5 Bttt
16.5.1 #4JILFEIL

TR R A MCRERR L 72 )V F ¥V /1) b F E1400/100mg % H [
OG- L& &, 5 HETREDRT9.5% A F 2, $913.9%78
FRACHEIE S NFze F 720 RELEOHREEIZ, T H5941. 2%,
JREAHIT 7% TdH o720 # IV F E150mg % Bk CHR N5
L7z &gy s ) 795> 21332.8L/h CFHME) THY, U b
FENI00mgE R L7z &g 7)) 75~ A1d5.9L/h (1
fl) THholzo RHIZHGL2E EDFIVF EILDOTHEILHINIL,
F6~THER] (FRILlE) THh o7z, 10 W 202 (LEANF— %)
16.5.2 AEY X & v b

IV AY v M50mgHx6H B KEES Lz #IIcMC-a ey A8 v
M50mgx I3 G- Lz 2 A, 5mn86.2% (CFHfE) 3%
iz, 8.2% (CF¥HMH) MRAICHRE S -, BLOESHoa e
TAY v N OHFEEMIE B3~ 4RERH (FYflE) Th oo, P
FHEANT— %)
16.5.3 TLRUD ZE>

HREWERF IZ T MY ¥ 8 ¥ 200me% EKR G HUC-24 b Y
VHEVEHRARL LA, HERO86%BITIETIC. 14%1F
I E Nz, 72, MC-T A M) Y H Y Y ERHEEE L7
LA, THEO3%ORBE WA L MRPICHME SN, B
TIUADNMEEI LT F o) T I A% Elo22 b,

FEAL



SRIERAE A & RAE ~OREBN R A O 712 X A HRIEARIE S
720 WMEINT— %)
16.5.4 ¥/ KEI 757 1xF3IFK
TR R 12 MC-7 / REV 797 2F 3 F7 < )VEkiE25me %
PG L2 25, 58047 2% FEH12, 36.2%A R H1IZ
el S N7z ZOFWSIET /2 RELVTH Y, FEhD99%, R
D% Do T2, WHEDL.A%H T ) KEN T T )
I FELTRPICHEIE SN 20 7 /7 AEVIZEIE T ORERMEKS 8
L IRME A~ O REEN IR O 12 L Y HElk Sz (DHEAT— %)
16.6 HENDEREFT IEE
16.6.1 /NRHIV-1=BE
KH % FHVT/NEHIV-1EG B 25 G & L7z L Tw
R\,
(1) £ILFEI
127% LU B 18k il TR EAOkg L kD /NEHIV-11% 3 ¥ % %)
e L, 25lONRTIZBEM LSV FENVRTY) M F YL
(800/100mg) DIFEMRERIZ BT 5. NRHIV-1U&GHE 0 4L
F N OIEMENFE/ ST A — & 2 FK5IRTP, FHEATFT—%)
x5 INBHIV-1RBEBREICHILFEIL, U M FEILRU2EONRTI%
BRICRERELZEEZOMFERFIVFEINOEYFHEE/INT A —4
P BEARE) « toa © PPULE (BEEH)
126
3.00 (1.00-6.00)
6721 (1700)
1589 (768.2) ™V
81880 (26300) *

HMFRE N T A — 5

tmax (hr)
Cumax (ng/mL)
Cumin (ng/mL)
AUCon (ng - hr/mL)
1) 1061
(2) AEYZRZY M, TLMNIDEECRUT/REIL P5712F 3K
127% DL 11878 il TR F35kg bl L o /NBHIV-1E G B H 2 1 5 &
L7z )VETFZSE)L - abY ATy b AN HEY - T
JREN TF7xF 3 P T~ VIR AR (150 - 150 - 200 -
10mg) OIFEMARICB T 2, ANEHIV-TEEEZF DI LAY
v b, ZARNYIYEY, FIREN TFTT2F I FRUT
RN OEYEIFE ST A — & 2FOITRT, FMEATF—%)
%6 NEHIV-1BEBREICTIIETISEN - QEYXZy b I
LU BREY - F/REI 757 1F 3 N7 VIVBER A%
BREICRERSLAEEOMPFRIES X Zy b, TLAMNIDHE
. TF/ERKEWNW PIT7xFIR. T/ REINOEYERENT XA -4

SEIME (EERED) \ tmax ¢ HUE (HEPH)
S 2471
7 aEY RS b IAEZVy 2/7_};_5‘)1: : F RN
[, 4.00 2.00 1.48 3.00
(hr) (2.01-5.00) | (1.00-4.00) | (0.50-2.00) | (1.00-4.00)
Cores 1202 2265 167 18
(ng/mL) (35.0) (22.5) (64.4) (23.7)
AUCm 8241 14424 ) 238
(ng - hr/mL) | (36.1) # (23.9) (18.8)
AUCus i} i} 189 i}
(ng * hr/mL) (55.8)
1) 2361

16.6.2 ATHgEEEEE

(1) 4IFEIL
B (Child-Pugh%¥H 27 5 A A, 8H) o U &5 F£ B s & 1,
% (Child-Pugh%#2 7 AB. 8#l) I2¥VFEN/) FFEL
600/100mg#% 1 H2[0 K AE# 5- L 72 & 2D ¥ )L+ UL O3 HHE %
TERHER SRS LI L 72 & & BHERETROO N2, &
B, HEEFEEEE (Child-Pugh/3 27 9 AC) 25 & Lz
Bz L T v, (JHEIAT—%) [9.3.22 ]

2 aAEYzxRay b
FREEEE O AR BER S (Child-Pugh/3$82 9 AB) %A A Wil
IZBWT, T AT v MN50mgh G- S BhRE 4 H bk iR
LI L8 &, BAFE LRI SN o7z, B, EENTE
EBF (Child-Pughf 2 9 AC) Zxf% e LRBRIZFEMmL <
Wi, (FHEAT—%) [9.3.2201]

3 TLMUYEEY
AR RERE T 2 R & L 723 BRIZEE L TV v,

4) F/HKEN 7572 F3IK
AR E R (Child-Pugh/#H27 9 AA)  Jo OVH &5 T
¥ (Child-Pugh®#2 9 AB) 127 /KL 757 xF3
26mgk WG L2k E0F ) kN TI 7253 FROTF
FE N OSEYEHRE & EHERERE & IR Lz & &, BHE L ETRD
SNhhoiz, B, BEMEESRSE (Child-Pugh/fE s 7 AC)
EXRE LR BRIEER L T v, WHEAT—4)

16.6.3 BHgeEEEE

(1) £IFEIL
MRS (CLer?’30~60mL/min) %A $ 2 HIV-1E&gHEH
(2061) 2B WT, BEEDETIZ X Y 4V F EIr600mgd 4 E)
FEICH B WED RN LR SN, TR E T KR
BEATLHIV-1ELEEE BT 2B E S LT iwv, (b
EANTF—7%)

&
S
/

(2 AEYZXEZ Y b
EJEEREE (CLerA™30mL/minkii) %A § 2 HWEEIZB VT,
YT AY Y MS0mgDOHEMBEELBEI L7z, aETAY Y+ O
WBRE 2 EHRER S L LI L 728 &, B LA TR SN H
>72e BHEANT—%)

3) TLRMUDAEY
HETRERE LG T 5% (CLer?™30mL/minkil) 12817
by TANY LY EY200mgHAHESHEOTAN) Y E LD
Cmax L FAUCIE, CLcrA™80mL/min# O#ERE 120 L. #hEh
#3309 K U9200% LA L72o (BHEIAT— %) [9.2.2204]

4) ¥/KEIN PZ5712F3IK
HEBEHRENELAE T 2H5E (Clerv’15mL/minkl 1:30mL/
minKiGOIEENEE) BT S, 7 /KEN 7572F3IF
25mgi Al G5BT /) RV 757 2F 3 FOCna L FAUC
1%, CLcr?%90mL/minB DOHEELE (21 L T2 N79% & 1592% 1
AL, 7/ REVDCra L FAUCIE, N2 N179% % 15474% +
F U726 CLer?S15mL/min i O B HEHERE & % 3 2 W% 10 B
U B EEBIREIIRE L T v JHEAT— %)

16.6.4 1Ti7. ELR
IR OHIVIEGEE (TH) (2. SV FEN - T8I ATy
MELAFH] (800 - 150mg) #IH1EFHEG L& &, FLFELD
Cmaxs AUC20n X OCumintd. MR (6~1218 ; 661) &bzl TZ
NZN49%. 56% K M92%i A L7z HEIREZH (661) TiX., v
F E NV DComaxs AUC21 % U Cinld Z 12 137%.  50% % 1°89%3,
L72%, BHEATF—%) [9.55H]

16.7 EYHEER

16.7.1 In vitroRERFX #&

(1) £ILFEIL
CYP3ATH#E &, CYP3A (& 0.4umol/L) K UCYP2D6
(K7 : 4lumol/L) #MEL., F72PHE&EE (ICs : 32.9umol/L)
ZHES 2220, [10. 58]

(2 AEYZEZ Y b
CYP3AK UCYP2D6TH# &1, CYP3A (ICs0: 0.03~0.29u
mol/L) M UCYP2D6 (ICso : 9.17umol/L) #MHE L. % /:PHEZ
F1. BCRP (ICs : 59umol/L). OATP1B1 (ICso : 3.50umol/L).
OATPIB3 (ICs : 1.88umol/L) K U'MATEL (ICso : 1.87umol/
L) #MHET 2% -2, [10. 28]

B) TLbUDREY
OAT3DHETH 5,

4) F/KEN PS5T1F3IKN
CYP3ATH# SN 2., PHi&EH. BCRP. OATPIB1IK O
OATPIB3DOIE TH 5. [10.51H]

(5) 7/ KEI
OAT1. OAT3K U'MRP4ADILE TH ) . OATUZH § 5 HEME
(ICs0 : 29.3umol/L) 12§57 > 72,

16.7.2 ERERELIE
RN 2 O3B ER BRI ER S Thnizn, FLre
AT Ay MNEREH], FIVF I, TETAF v b, T4
VY Y, FIREN TIT72F 3 NP E R

(1) FIFEII - AEY X4y MEEEHE]
FNFEN - AT RY v MILEFIDE SO IEYBREIC 3T R
IZDWTRNIRT, [10.22014]

R7 FIVFEI - AEY Ry MNEARBREROHRAEOENEIRE

NIX—5LE
_— R ; WERE T A~ 5 0]
o | DEHEED | FWFEN - aCYRI M| | e " -
Ed N N 3 0] 9% 15 T X [H]
B | e | wamoms. e | PR Cﬂr% it [90§Uiﬁzfﬁ]
FhFEN-avy Ay b 964 264
yEHbS 800-150mg Yl 909 3.08) | 1232, 3.00
O Zx1 | 150mg Hm
YITXY . S =
- HE | g FELay 2y y b
77h 800-150 14 199 1.83
mw‘?ﬁg [1.72, 2.30] | [1.65, 2.13]

D FVFEL - a¥Y A5y 800 - 150mgk 1 H LEI7 H SR #E - L
FHIABICTES T Y 7 F YT — M50mg# HilalE IS
(2) £ILFEIL
BEFSEAS Y IV F EV OIEW BRI J 2T B OV F OV OV s BEH
SEDFEWBIRE I T B OWTES, IR T . [10.1. 10.25:H]
*8 HAEKREROAILFEILOEYEFE/INT X — 2D

) . . A B R/ FEBERER O 4V - C v O3
N PSR ATy RS EE
s | RO oo | ok | Do
O RUR | ROR varer

Com AUC Con

=770 | mg | Nmg | Wmg | , | 0.8 0.87 0.69
vyy | 1mm | 1pom | 12w [0.72. 1.00| (0.75, 1.01] |[0.54. 0.87]

| 200mg | 400mg | 100m, 140 1.3 102
R Yo | o | o | 8 oo Lo oo s |0, 13

€07 | Smg | Almg | W0mg | o | L0l 0.08 0.94
vy | THIE | 1A2@ | 1AZA [0.89, 1.141{ [0.84, 1.14]|[0.7. 1.16]

e | Nmg | Almg | Wmg | o | 097 L0z 07
#v | 101 | 1A2A | 1A2M [0.92. 1.021{ 10.95, 1.10] |[0.96. 1.19]

omzvy| Dimg | 4mg | l0mg | | 0.9 0.9 0.9
2@ | 1H2A | 1H2M [0.89, 1.051| [0.90, 1.01|10.90. 0.99]

TA77 | Zmg | M0mg | W00mg | o | L0Z 104 .08
v | IHE | 1028 | 1H02A [0.95. 1.097|[0.96, 1.13] | [0.93, 1.25]




HAVGE I/ JEGE IO 70 - € v D)

e o | SVFE ) B PR
i @#)ﬂkpgﬂ VORmE | VomE| B Q)m;v:x_r 5Ol
T O R US| RO (909 {5 X f]
Chnax AUC Chin
N 400mg 600mg | 100mg . 0.93 1.01 1.07
77 amm | e | eze | Y| w.ss. 1.000] 10,95, 1.0m| 10,95, 1.21)
7/ RE N
Yvy7u¥|  300mg 300mg | 100mg 0 1.16 1.21 1.24
7=V 1H1E TH2[| | 1H20E [0.94, 1.421|[0.95, 1.54]|[0.90, 1.69]
it
rhasr 200mg 400mg | 100mg 14 1.21 1.42 1.73
V=) 1H2lH LH2[ | 1H2[ [1.04, 1.40]|[1.23, 1.65]|[1.39, 2.14]
77| 500mg 400mg | 100mg 17 0.83 0.87 1.01
XAV 1H2lH LH2[ | 1H20[ [0.72, 0.96] | [0.75, 1.01]|[0.81, 1.26]
V777 150mg 600mg | 100mg 1 1.42 1.57 1.75
TV F H 1l LH2[ | 1H20H [1.21, 1.671|[1.28, 1.93]|[1.28, 2.37]
B 2A %4 200mg 600mg | 100mg 1 1.04 0.99 0.8
YEv 1H2l8 TH2E | 1H2M] [0.93, 1.161|[0.90, 1.08]|[0.73, 1.00]
YIVEY 150mg 800mg | 100mg 14 0.90 0.89 0.89
DM 1H1H THLE | 1H1E [0.81, 1.001|[0.81, 0.99]|[0.68, 1.16]
Ih7E 200mg 600mg | 100mg 108 1.11 1.15 1.02
U 1H2M[ 1H2[ | 1H2[E [1.01, 1.221|[1.05, 1.26]|[0.90, 1.17]
TNVT AT
VoevAT
7MY
TVTAT|  REH
Vo v A7 180 - 480mg, | 600mg | 100mg 14 1.00 0.96 0.87
7y M) v SHEES | 1H2ME | 1H2M [0.93, 1.071|[0.90, 1.03]|[0.77, 0.98]
EAH | (0 8 24
36, 48K 1°
6012 4%
5)
¥y 100mg 9 0.61 0.47 0.35
2RV 300mg 1H2IA [0.51, 0.74]|[0.40, 0.55]|[0.29, 0.42]
o¥Fev| CVEEH
7 400'?31%[?{? 1H2IE NA 3 0.67 0.47 0.36
[0.53, 0.84]|[0.37, 0.59]|[0.29, 0.46]
1H2M
1vIF 800mg 400mg | 100mg 9 1.11 1.24 1.44
917 1H2[ LH2[ | 1H2[M [0.98, 1.26]|[1.09, 1.42]|[1.13, 1.82]
T8 F 300mg 400mg | 100mg 13 1.02 1.03 1.01
9% TH1E LH2[ | 1H2[ [0.96, 1.09]|[0.94, 1.12]|[0.88, 1.16]
NA @ i 5
LD IO 161
H2) JEGE RIS« 1561

R FIFENRERHOHAEOENEE/NS A —2DL

116 F 1z /00 FE: 0) B B 35 o) 3 HE
e N
AR | semom | o 2 oM | A Co0% K]
" " [ AUC Cai
I77E 600mg 300mg | 100mg 12 1.15 1.21 1.17
vyy | IBIE | LA2M | 1A2A [0.97, 1.35| [1.08, 1.36]|[1.01, 1.36]
oo | 0mg | 400mg | 100mg L8 12 L7
RETEYD Jhom | 1pom | 1mom | 8 [roe Lam|iniz La |02, 1.8
75,4 | dmg | Gmg | W0mg | | L83 181 -
sry | &E | 102W | 1028 [0.95, 2.82]|[1.23, 2.66]
eVE7 | Smg | H0mg | W0mg | | 0.5 0.51 0.51
vy | 1HIE | 1R2H | 1A2M [0.49, 0.63] | [0.46, 0.58]|[0.45, 0.57]
nEe [ gmg | M0mg | Womg | o | 0.6t 0.61 0.63
#v | 1HIE | LA2A | 1A2A 0.5, 0.71] | [0.56, 0.66]| [0.55. 0.73]
s 400mg 600mg | 100mg 0.84 0.91
770 mm | o | e | 7 0.5, Lo 0, 1y N
TN omg | s00mg | 200mg |, | L4 12 | oLy
s | 1HIE | A28 | 1028 [1.08, 1.42)|[1.10, 1.35)|[1.19, 1.57)
RO A s 0.76 0.81 0.8
FrY 5'~150r; 600mg | 100mg | o |[0.71, 0.811](0.78, 0.911|(0.77, 0.94
S A | Mgy | 1826 | 1626 0.56 0.64 0.60
FEy [0.51, 0.62)|[0.58, 0.71]|0.53. 0.69]
VFF | ner 0.62 0.97 -
7av | o [0.55, 0.70] | [0.86. 1.09]
N-7A A 25mg 400mg | 100mg 16
TAA N Bmg )y pon | 1hom 0.05 0.05
Favn| RS (0.0, 0.051 [0.04, 0.08| N©
740 [ 100mgiE 04,10.05])[0.04. 0.
7h37 | Nomg | W0mg | Wmg | | 211 312 9.68
v | IR2E | 1A28 | 128 (181, 2.44]|[2.65, 3.68) | [6.44, 14.55)
izi’; i?;f; 0.68 0.56 0.3
A ) [0.61, 0.747[0.50, 0.631|70.27, 0.54]
ZFA7 | Gimg | 00mg ||
p ]|
e ‘?%’S@?J LHZET | 126 0.90 0.9 0.70
aruy || 0.83, 0.97)| [0.75, 0.981 | [0.51. 0.97]
1R 1[
AN ZAN A AV 0.56 0.85 1.81
257y | 55y [0.48, 0.67)|[0.76, 0.97)|[1.37, 2.40]
s | lomg | S00me | 100me )
Tos | e , | 1028 | 1620 0.8 107 2.08
ARG rira [0.76, 0.96 | [0.96, 1.19]|[1.63. 2.65]
77| 500mg 400mg | 100mg 17 1.26 1.57 2.74
<ty | 1AW | A2 | 128 [1.03, 1.54)|[1.35, 1.84]|[2.30. 3.26]
SN 0.4mg 600mg | 100mg 1.15 1.36
TRV | rpom | pm | 8 |00, 181|081 2.1 NC

i /TR0 R O B R O R BIE
BIE | e om Zggg tgzg L2 [90% BT F]
- " Coas AUC Cain
V777 | e 0.72 0.93 1.64
Fv INAAdIn [0.55, 0.937|[0.80, 1.097 | [1.48, 1.81]
Ty 150mg 600mg | 100mg e
M{Zﬁ BHLE /| 1H2E | 1A2E 477 9.81 7.1
1) 30mgl H1E™ [4.04, 5.631|[8.09, 11.9] |[22.15, 33.16]
TTVI) |\ TTVIvT ” 0.92 0.89 0.98
VI4v |4y ok 0.79, 1.08] | 078, 1.02] |[0.82, 1.16]
g | B0me | 100mg
IV e | B2 | 1H2ZE | L% 1.46 171
IV | - i [1.06, 1.74]|[1.15, 1.85|[1.29, 2.27]
AT 6| 18 1.4 1.54
o :
;cw; omg | 600me | 100mg [1.34, 1.53]|[1.35, 1.57]|[1.41, 1.68]
ooy | 1H2E | 12 | 1BZE | | 046 0.46 0.48
2o [0.43, 0.497 | 10.44, 0.49] | [0.45, 0.51]
FV77 | Amg | 60mg | 100mg | | 0677 0.71% ©
¢n | 1A2E | 1R2E | 1H2m [0.33, 1.37]|[0.38, 1.33]
vIrn 150mg | 600mg | 100mg 12 2.29% 4.05™ 8.00
y 1026 | 126 | 1620 [1.46, 3.59] | [2.94, 5.59] |[6.35, 10.1]
YLEE [ 1mg | 80mg | W00mg [ | L7 2.30 2.78
y 1010 | 1A16 | 1610 [1.56, 2.06]|[1.98, 2.67|[2.39, 3.24]
Thov 1;g&mg 600mg | 100mg | | 181 1.80 1.67
VY| gl | A28 | 1E28 [1.56, 2.117 | [1.56, 2.08|[1.38, 2.03]
TUFA | TIFAT 0.82 0.84 0.97
S| A7 0.6, 1.117|10.69, 1.021|[0.90, 1.05]
Je R 7MY
e Tean” 0.8 0.8 100
oy | 80 430mg, | O00me | 100mg |4 10,66, 1.011|[0.74, 0.91]|[0.82, 1.22]
s | 1626 | 1A2H
wazy | 08 %4 1.65 2.75 2.26
vy |36 48RU60 [1.49, 1.83]([2.46, 3.08]|[1.92, 2.67]
FEIH )
ety 100mg | 1.22 1.37 1.72
VR | g | 12 [1.12, 1.32]|11.27, 1.49 | [1.46, 2.03]
EFE| EVEAH
mETE) 40(;?1500}1 o | || 0w 0.8l 0.65
| Hom ‘ [0.70, 0.991 | 10.70, 0.94] | [0.48, 0.88]
4755 [ Smg | 400mg | 100mg | 1.08 1.23 2.25
[ 1020 1H2[ | 1H2[ [0.95, 1.22]|[1.06, 1.42]{[1.63, 3.10]
STV 0.92 0.79
0y 211086, 0.98)| [0.74. 0.861|  NC
TORS T |59 7y n | 18 ey ©
V77 10mg+V4 3 [1.24, 1.641][0.97, 1.58]
TE¥AM | VKL 10mg+ -
2.27 2.70
S i | omg | 100mg 20050 3,060 (180, 4051 NC
FEAL | v Amget | H2H | 12 o | 0w 0.96 -
WVTr Y | ATTTN [0.77, 0.981|[0.90, 1.03]
tA75 | Amg 0.66 0.58
vy | 2108 000|051 0.6m  NC
5-OH- A 0.94 0.85
75— o 1| 0o N
NA @ K#%5. NC @ K&
D 1141
2) T EN ) b I R GO TR O R
TE3) JEGE I 00 JH o O i
1H4) JEBEHIAE G- ¢ 1361
TE5) JEGRIHE LR 1 156
116) AT O
TET) JEBRILLNE 1 116
78) 1361

(3) AEYZX&Z v b
BEHEEAS Y 2% D OSEMBIREZ RAFTHERK T LAY Y b

PEMEE DL BYREZ I 13§ 708

12DV THI0, IR, [10.2807]
=10 HARRSHOIED X4y FOENHE/NT X — 2O

TV fiul b/ FEGE R O I E Y 28 v b
s | RED ‘ . SEMBEST A—§ Ol
WA mismoma |0 T (0%fE R
PV Con AUC Car
40mg
1AL
oL 1.04 1.05 115
% B LT 10 .
s | PoCh aCons 0.99, 1.08]|[1.02, 1.08]|[1.06, 1.26]
Yy | v MGRIEMNR
40mg
1.06 1.03 111
1AL 150mg | 16 -
el e 0.9, 1.131|0.97, 1.1 |[1.00, 1.24]
2mg wogk [ 0w 0.92 0.93
1010, ¥ #AT [0.82, 0.997|10.85, 1.011|[0.74, 1.17]
= 20mg
FATT e
A AGa [0.85, 1.05]|[0.89, 1.00]|[0.82, 1.28]
e R85 B

D) TVE T 7T EL150mgl H 1 & off %

1£2) 1061



F11 OEY X4y MESEOHRAEOEMERE/NS X — 2 DL

P HABE IR /T DR O B O RS S 7
wm | O 70T ol
T BEROHE HE R O [90% X )
AT Caas AUC Cas
775
NV 50mg 8 1.24 1.58 NC
Bk | R [1.08, 1.44] | [1.35, 1.84]
i2) 150mg
e | 0.5mg 11 14l 1.2
ST Z o 1m oo 1] N
I77¢|  60mg 7| o 0.93 ©
Ly | 0.80, 0.94] | [0.90. 0.96]
OANA 10mg 150mg 10 1.89 1.38 143
55y il 101 [1.48, 2.42) | [1.14, 1.67] | [1.08, 1.89] 2
i 1.09 0.92 0.94
Fv 1;0;;; 7 img [0.98, 1.20] | [0.83, 1.03] | [0.85, 1.04]
BRI mawe | omE | P g 6.2 194
| 0mel LA (4.09, 5.74] | [5.08, 7.69] | [4.04, 6.04]
0,180/
0.215/
. 0.250mg 2.08 2.2 2.67
;’K}ég JVEAF A (2.00, 2.17) | [2.15, 2.37] | [2.43, 2.92]
Z -t 150mg -
TV amm | oames | B
S 0.025mg
IFZVIAD 0.94 0.75 0.56
FIF— [0.86, 1.04] | [0.69, 0.81] | [0.52, 0.61]
1A1E
7TV | TTV W 112 1% 1.6
VT4 T4 150mg 7 [0.98, 1.27] | [1.18, 1.55] | [1.31, 1.93]
TWT7V| 16~2mg | 1AW 1.2 142 1.57
Jv7ev|  1ALE [1.03, 1.49] | [1.22, 1.67] | [1.31, 1.88]
101 107 1.10
feam soﬁztﬁ Simg |, | 091, 1131 | 0.9 1190 | [0.95, 128
sary| 1AM ¢ 1Hm 0.96 1.00 1.02
[0.87, 1.06) | [0.89, 1.12] | [0.89, 1.17]
. 4~6mg 150mg - 0.72 0.72
TR i | Y el o8| 050, 08| N
NC : K5

¥ TIVEFZFENI50mgl H1E E oS (Fy 753>, Y%
RUL7 7Ly L OFEYHEMERRERIEIE S RS v b & S
1#2) Cast
H3) IET RSy MRS OB R O
TE4) I PG O S O
#5) TIWVETFZIEN - a8V ATy b AN VI EY - T EREL Y
V70 F VT < VIR A A B 7o akBR
4 TLRUDHES
PEIEENS T A MY ¥ 5 OFEWBREIZ KT THER T L M)
Ty E IO BRI KT HEIIOWTEL2, 131K
9. [10.2501]

K12 HFHERSEOILN) D ZEC OEYFHEINT XA — 2D

A B RS/ RGO L MY 2 8 ¥ D3l
Lo | OREORE | ANV |, BiE1T A SOl
B | Thome | cvopm | 0% )
Con AUC o
800mg
N N +IEY RS 200mg 1.13 1.24 1.31
IVTEM L Nisomg | 1mmme | | o2 Laa) | (117, 1310 | 112k, 1.38)
L1
772 6mg Dmg | ;| 0.0 0.9 0.92
Vey | 1HIE 1H 16 (0.1, 0.99] | [0.87. 0.96] | [0.86. 0.98]
w7 e Homg | g | 0.0 0.84 0.9
v 1] 151 082, 0.98 | [0.81. 0.88] | [0.90. 0.99]
570 | 0.0mgke | 20mg 0.89 0.9 1.03
% o | teEe | 2| 0.8 0.95] | 10.91. 0.99] | [0.96. 1.10)
7747 | Somg 200mg 0.9 0.93
yuvn | g g | % 080, 100 | 087 0091 N
7R
e DE foﬁoﬁ‘fl foaoﬁi | 0w 107 1.20
oxons| U (087, 1.06) | [1.00. 1.14] | [1.12. 1.29)
| Tam THH
VU | aome Dmg | , | 0% Lol NC
vy B ] 0.8, 1.04 | [0.94. 1.00]
Fon7 | 4mg Dmg | o | LW 1.0z “
vy [T ] (0.9, 1.16] | [0.94. 1.11]
300mg 200mg -
s 0.97 0.97 0.96
sr7vy| 1AM IR | 2
o o [0.90, 1.04] | [0.93, 1.01] | [0.88. 1.04]
YERATE
e | a0 100mg | Mmg |, | L 101 1.02
Ap2€ | 1AIE | THLER (0.97. 1.06 | [0.98. 1.04] | [0.97. 1.07)
VR
NC : K&
HD) TARMNYYIEY - FKREN 7T 7 oF 3 FREH & 73y H)hE
BN
W2) TAEFZIUL - AUSAF Y b TARIYHEY - T REL T

77xF3F (10mg) BLAH % W 7-SEmhiEsER
IANYIFEY - T /REN DV TUF VT VEERAH Vv

£3)

K13 TLM) Y FECREBROGREOEYHE/NNZ X —20D

FI B I/ JEBE I O B 2R o 3E Bh g <
e | ARORE| A )V | FA=5 DOl
R\ Vg me | evome |PH [90% LX)
Com AUC Con
7/ KK
2 300mg 200mg
v 1.03 1.00 1.02
Jo%y | 10 1AlE | 17
[l e T [0.95, 1.117| 0.92, 1.097| [0.92, 1.13]
Hite
1297 | 80mg Womg | , | 0.8 102 -
9% HiJa] Hifm [0.84, 1.13] | [0.89, 1.17]
F=n7|  40mg Womg | | LG5 109 ©
vy B i) [0.95, 1.16] | [0.83, 1.44]
JK7 fﬁ)g‘é fOHOII“@g g | L1 113 0.98
vy i g [1.00, 1.38 | [1.05, 1.20] | [0.89, 1.09]
NC : £HH

(5) F/KEI 75T F3IF
BEREDST VR EN 75724 3 FOEYEREIZ KITT 8K
N7 /RN 757 xF 3 FOBEHEOEYBIREIZ RIT T HE
122V TH#I4, 15128 F . [10.1. 10.25H]
14 HAEBEEOT/KENL F571F73IKD
EMBFE/INT A —2DLE

) RED 1mﬁﬂftﬂlﬁ§}/3kg§§m%/n&m; 7’;71
e | TEIEOME| T I FORMBEE ST A—5 0
W Tgomg |77 0T | R [90°% AP
" Cons AUC Cuie
HIVINT 300mg 25mg % 0.43 0.45 NC
Yy 1H2M Hi[] [0.36, 0.51] | [0.40, 0.51]
300mg
TEFF | +) bFEL 10mg 10 1.77 1.91 NC
<92 100mg Hm| [1.28, 2.44] | [1.55, 2.35]
1H1H
J¥VA 150mg 8mg 12 2.83 2.65 NC
LA 1H1H 1H1 [2.20, 3.65] | [2.29, 3.07]
800mg
+I¥ YRS 25mg 1 0.93 0.98 NC
v M50mg | LHI[EE [0.72, 1.21] | [0.80, 1.19]
VoI 1H1I
)2 800mg
+1) MYV 10mg 10 1.42 1.06 NC
100mg Hi 0] [0.96, 2.09] | [0.84, 1.35]
1H 1
v 50mg 10mg 10 1.24 1.19 NC
FEN 1H1f Hl [0.83, 1.74] | [0.96, 1.48]
77 600mg 40mg 1 0.78 0.86 NC
Ly 1H1E 1H1ME [0.58, 1.05] | [0.2, 1.02]
=S 800mg
Ve [+ bFEL 10mg 10 2.19 1.47 NC
FEVE 200mg Hin| [1.72, 2.79] | [1.17, 1.85]
G5l 1H1E
RN 50mg 10mg 19 1.00 0.96 NC
v Hilnl 11" [0.86, 1.16] | [0.89, 1.03]
VY 25mg 25mg 9 1.01 1.01 NC
DS 1H1H 1H1] [0.84, 1.22] | [0.94, 1.10]
VRATE
VNl 400 - 100mg 10mg 2 0.80 0.87 NC
AV P4 1H1E 1H 1A [0.68, 0.94] | [0.81, 0.94]
VEEH
NC @ KEHH

#) TAbMYTEIEY
At LUL R
H2) TVEFZFEN - QYA N ZARN) VI EY - F ) EREL T

77xF 38 (10mg) BLAEH % 7238 BiE R

KI5 F/KREN FF571FIRTVIVEIERE., TILEFTSE

Ve AEYRBY b ILMUIREY - FI/KREN P57 17

IRTVIBERSFIRIET/ REIN P57 2FIR - T LMY
2 AEVEARIR GO AEOEYEIRE/NT X — 2D

T/ REN 7T 7 )3 7 OVERRERL AR E Vv

R MG AR/ T TR O B SR O SE B <
e | PEIEORE| T | 7A=5 0l
W Tgome |77 05T R [90% K]
" Crax AUC Coin
HIVINT 300mg 25mg % 0.70 0.77 NC
Yy 1H2[ Hn| [0.65, 0.74] | [0.74, 0.81]
300mg
TEFEF | +) bFEL 10mg 10 0.98 0.99 1.00
¥ 100mg Hin| [0.89, 1.07] | [0.96, 1.011|[0.96, 1.04]
1H1[
aEY A 150mg 25mg 14 1.06 1.09 1.11
LA 1H1IH TH1E™ [1.00, 1.12] | [1.03, 1.15] | [0.98, 1.25]
800mg
+I¥ YRS 25mg 14 1.02 0.99 0.97
v F150mg 1H1E [0.96, 1.09] | [0.92, 1.07]| [0.82, 1.15]
2% 1H1H
(92 800mg
+1 bWV 10mg 10 0.99 1.01 1.13
100mg Hi ] [0.91, 1.08]|[0.96, 1.06] | [0.95, 1.34]
1H1[H




P AU ﬂLJﬁ’Jﬁ?ﬁHH%/#ﬁi%”%?ﬁﬁ%”%%iﬁm
W— E Y i N I A=
BEITE | ™ o 7;;@;‘ 23 [90% ]
= Cu AUC Cain
77| 50mg omg | o 0.87 0.98 0.95
s¢n | 1HIE K] [0.79, 0.96] | [0.93, 1.031| [0.88, 1.03]
oty 800mg
VU k4D RFEL | 0mg | 1.00 1.00 0.98
FUMER|  200mg K[ [0.95, 1.06] | [0.92, 1.09] | [0.85, 1.12]
A 1H1E
2.5mg 25mg 18 1.02 1.12 NC
e | HIEED 1A1[ [0.92, 1.13] ] [1.03, 1.22]
RN —
. l»mgl 25mg 18 0.9 1.08 NC
EEGRA | 1016 [0.89, 1.117 | [1.04, 1.14]
RS2 50mg 10mg 20 1.14 1.09 NC
)y K] 1A 1™ 0.94, 1.38] | [0.90,1.32]
JLVEY | 25mg Bmg | 0.93 1.01 113
)y 1010 1A10 [0.87, 0.99] | (0.9, 1.06] | [1.04, 1.23]
Y 1.30 1.50 1.60
AEN | X8y AE [1.17, 1.45) | [1.35, 1.66] | [1.44, 1.78]
JHRAT | M100mg+Y 1.23 1.37
Uy | ARTEL 1&?@%23 o4 o7, Lag) o s NC
vkA7 | +400mg
A B 1.29 1.48 1.58
EVOL (1.5, 1.33)| [1.43, 1.53] | [1.52, 1.65]
ik T U T
NC : K5

D) TAMYTIEY T REN TTT )3 F7IVEBERAH W
7= SR B RE R

#2) TWVEFSISEN - a¥Y RSy N F/REN 7T T 2F IR
(10mg) « =&+ ¥ % ¥ Y RAH % AV 73 Bh g

17. ERERRIR

17.1 BRHRURLMICET 2558

17.1.1 iBSEMHEEE (TMC114FD2HTX30015%8% (AMBEREER))
PLHIVEE G HEREER O HIV- 1S B 2 W RI2, AH CRFE)
DEMUE T V&2 ME$ 5720, FVFUEL - VY A8
MEC4A# (DRV - COBI) XA Yy y - F kL ¥
vV 7ud v 7 v VR A% (FTC - TDF) OftH (DRV -
COBI. FTC - TDF#EH#E) #xtiis L7295 v ¥ AfLZEERIE
ATHE M H ekl 2 9206 L 720 ASHEIF O BRI R %7 1R T o
FDA®snapshot7 710 — F 230 L 48HEF D 7 A )V A F A% F
(HIV-1 RNA#A50copies/mLA M IZHER ST w2 BH O EIA)
% FEEEEHE & L. DRV - COBI. FTC - TDFB:HBE I
BAFKIFEOIELTEDMEE S 7z [BEMZE (95%CI) 2.7 (1.6~
7.1) %o *¥ [5.2, 18.3.2&M]

=1 48ARFORKREEOEE (TMC114FD2HTX30013KER)

DRV - COBI, FTC -

fgﬁﬁf TDFfFI B
3637
7 AV AR R
HIV RNA% <50copies/ml,| 501 (91.4%) 321 (88.4%)
AV ARG 16 (4.4%) 12 (3.3%)

1) 483MEIZHIV RNAE A 50copies/mLEL D B AR RN SAE Y %
DI R E Pk LB E . HERR, SBEROARIED KA %
VIS o H TERE Ak LA kB S o 7 A L 24 A350copies/mLLL_E T
SlBEREL,
EIVEFR 1236260718261 (50.3%) (2780 N7z, EREIERI.
THITIB (19.6%) . SEFEATH (13.0%). FZ4461 (12.2%). &
02861 (7.7%) . 9571981 (5.2%) TH o7z,

17.1.2 B EMMHERER (TMC114IFD30135K8 (EMERALDEER))
Ju 77 —ERER., EMBHEENERRT (T-25—) R
FTC - TDFECEHI OGP L D 7 A )V AL 5 1T
WA HIV-TEG B E AR 502, ARFENH 1A 5128 0 B 2 2o
BN O et e il 5 7200 T » 7 ALIEE R T R T
IR A& S L 720 A8IE I DERIRBGE % K218,
GERFESERT T OHIE LD CAHERFE TO Y A )V A2 /N &
F (HIV-1 RNA®A50copies/mLEL & % o - BEHEDEIE) #F
TP E & L. (kG 59 2 RFIRE O JES T ARRE S 72
[FER7 (95%CD) : 0.4 (-1.5~2.2) %o * [5.2, 18.3.2&M]

=2 ABEBFOEERREDOEIE (TMC114IFD30135E%)

AHI TR AR
7630 37801
S0 Ty S D
T AN ASEH ) N L 19 (2.5%) 8 (2.1%)

HIV RNA>50copies/mL

7 A )V AR R

0,
HIV RNA% <50copies/mL 354 (93.7%)

724 (94.9%)

1) 48R F TIZHIV RNA#2%50copies/mLU LD E#H . K OHH % MbHF
A AE R IR L, kRS O 1 OV 28 A350copies/mLEL ETH - 72
fiea

712) FDA®snapshot7 71 —F 23D 7 A )b AZEHRH

EIVE 1276361723661 (30.9%) (2780 N7z, EREIWERIZ.
THI60B (7.9%) . BEAGS8HI (7.6%) . HifaalE (5.4%). %528
B (3.7%) . WErt22%1 (2.9%) Td - 720

18. EEHEIE

18.1 fEA#F

18.1.1 #ILFEIL
FIVF EIVIZHIV-17 107 7 — ¥ 028 AR K OB % I+
%o ARHENTHIV-1EGSHLIZB W T £ )V AD 2 — F§ 5Gag-Pol
R & R EOYIN E IR HE L, ZORE, B2 T
BT A4V AT & WIS 50 AFNIHIV-170 7 7 — X125
WEAME (Kp4.5%10Pmol/L) #FLTHY., HIVFa 77—+
FHEARER A R OEEL ZIT 2L o T Mo FEA 7213/
Ok r7aF 7 =X A HEERIZRO SN hrolz,

18.1.2 AEY X & v b
I AY v ME, CYPSADERW L EHESHETH S, CYPIAILZ
LD RHN & o TRINEOKT RO 0 @iz Ro b b 7
VI ENEDOCYPIAREICH L. CYP3AZET L2 LIk -
THRMIRE 2 3 S 5,

18.1.3 TL MU RE>
IAMYTHEY (FTC) & Y F TPy OHEWX 7 LAY Nk
BRCTH Y, MBBNERICIYY) yBbshza b)) 25 ey
5-Z0 e b, TARNY Y HEYF-Z=1 YBIZHIV-1 RT
12& ) 7 AV ADNANELY A F 7z, DNASHFRE 2121 s
HZEIZEWHIV-IY A VAR A HES 5, FTClde MNHIV
(HIV-1& OHIV-2) I EBIIF 47 A b Akt L CHRERAYIZ/E
¥ %, 2 ha>¥ N 7DNAEY X5 —EyE&tmiilHoDNA
FEVAG=VIHTLIAN) Y FEUE-Z0) YEEOHEEMIZ
§9< . in vitro Oin vivolZBIFT A I s a3 ¥ ) 7TEEEEZ IR 3K
FRESNTHAR WV,

18.1.4 F/KEI 75T+ 3K
F/HREN TI72F3IF (TAF) &, 7/ RELVDKRAKYT
IFBTU RSy s Q-FAF VT T v ) YEEFEAL) T
HbHo TAFIZHIREAEEMEZX A L. MR OREENEL 7T
TV VAL XY KRS TR T b s s, 07
O, F/REN Y TaF U7V (TDF) L, TAF
13 U SER R OHIVAMERY & 3 2 ) > 7 SERDSL o RRS MR ER, I
M~ 777 =INLDEWIIHEET 5, TOH%. MIEANT
U VB bR S, RSO T RNV ) VERE D TR
YL YR, HIV RTICE Y 7 A )V ADNAIZHUY sA E 7z,
DNASHE%#Z LS8 810k, HIVOEME HES 2,
F /R VITe FHIVY 4 VA (HIV-1J O'HIV-2) . It N I2BE!
R ANV N ROVER T 50 In vitroiBkTlZ, FTCE 7
JARENVEBHT A LHIBATESIZ) YE{LE D,
I F3a Y FYTFDNAKY AT — By & Ul ODNAKRY 25
— BT 27 RNV VEBOHEREHIZFG, I bR
) 7DNAGHT & GO OFMA» S, n vitroTI Fa Y K7
B 2R RIS S TV ARV,

18.2 i 1 IV R1ER

18.2.1 #ILFEINL
FvF iz FTHIRR. & PRI IMERER R O e b iR/~ -
07 7 — VAN & 72 HIV-15BRE MR O R  BERR . IE
ONZHIV-2FEBR=E# 1 0F LIIHITER  (ECsofl @ 1.2~8.5nmol/L)
RT. ¥VFUENVIEHIV-17 Vv —7M (A, B. C. D, E, F.
G) ROT I — FOD EEIR 55 BT M O BERRBE 12 vitro T
Yoy AV AEME (ECsofli @ <0.1~4.3nmol/L) %#/R¥ . In vitro
2B BTN FELDHY AV AEIE. 50%HIHHECEH % 7R
FUHEE (87~>100umol/L) & 1 b+ IVl E TR S b,
FVF ENVOECsftiid b M IMEFE T Tl IME TS 4585, &7
VFEIWVEHIVZ U7 7 —ElEAR (7 7L FEl, 274
FENVEY) MFEN) LT A LI L YV HFEERE R L.
NRTI (787N, V¥ /2, FTC, 937V, =17
U T/ REVETY RTY V) NNRTI (=5 v, =
J7ELYY, AESECRPYLVEEY) V), HIVFa 77—+
FHEH] (7 ¥HFFE, £V FEL, a¥FEL, FFEL
T Utipranavir) & OEAETHEH] (enfuvirtide) &HFFHT 2 2 &1
I OMEIMEREZR L7 FIVFELE NS OEKE OPEHIZE
WTHBUERIZRD SN e o Tz, 1O 9

18.2.2 AEY X & v b
J¥ ALy M, HIV-LUSHT 2007 AV AEEZ ST, 5
WFEI, FTCR U TAFDH Y A v AGG IR $ 2 fEHERIE 2
DHENRDP 572,

18.2.3 TLNUDREY
v b 2 SSEERERAIIAR . MAGI-CCROMMEAR K OV A I HA% Bk
% HC, HIV-10FEERE MR K OBRIR 3 BRI 3 2 FTCOHL Y
AV ATV % 5FM L 720 FTCOECsofifiiZ. 0.0013~0.64umol/Lo
HFATH o7z FTCIL. BEMIERICBWTHIV-10H 75 4 7
A, B. C. D, E\. FRUGIZR L TH7 AV AE R EZRL (ECso
fill 1 0.007~0.075umol/L) . HIV-212%} L THREFERI BT 1 )V
A7k L7z (ECsoflfi : 0.007~1.5umol/L) o
FTClZ. NRTI (7B KN, ¥y, 937V, =)
T T/ RENVKEYY RTY V), NNRTI (7 7L >r Y,
AETEYRPYNELEY V), Tur7—¥lER (77
FEI, AT 4 FEN, ) MFENKETTFFE ), LIS
4TI —FPREAMOIVEF 75 ) EO2KPEHRERICE
WC, MMM REZR L7z SRS DK & OPEHTIZR
PUERIZA SN2 720



18.2.4 F/KEI 757 1xF3IFK
U VU SSEERBRAIRR . SRRSO HALER, WU R/~ 0T 7
— U N USCDARGET ) ¥ 738k % H\WwC. HIV-1% 7% 1 7BO%EER
FERR N OB R BERR 20§ 5 TAF D™ A v Z36 % 554 L 720
TAFDECsofifiiZ. 2.0~14.7nmol/LOEP TH - 72,
TAFIZ. B#EMBRICBWTH 7% 4 7A, B, C. D, E, FRO
Gx&EOHIV-10FT_XTOZV—7 (M. N. O) 2% LTHr A
VA% R L (ECsofif : 0.10~12.0nmol/L) . HIV-2I2%} L Tk
B 230 A OV AEMEE R L7 (ECsofifi © 0.91~2.63nmol/L) o
TAFIX, £E% 27 7 AOMERN 2 BEKZESIHIVE (NRTI,
NNRTL, 4 ¥ 777 —¥HEF KO T 077 —EHEHR) &t
FZ & DAL R A2 TR L2 SNH0FEH & DT
FHEIEA S N o 72,

18.3 ZEAIMmE

18.3.1 /n vitrosX8

(1) 4IFEIL
F OV F ENVERET TR LB ERHIV-12 ity 1 v 2 %1%
L7202, MELL LR ARV E L 2L A, MY AV ADF
HIAED Sz, MitE™Y 4 )V 22k LT %)L F Erid400nmol/L
B A DR CEEIISI 2R L2 (n vitro) o Z DWEY A L A
X, FIVTF VK L CORKZEA23~50fK T LTB Y, T
77— EBETI2~MEO T I VBEREE LT, oo
TANWVADYTNVFENVERTE 7077 —EHNOT I ) BBRER
DYENEIZRD SN o o HIVZ T F 7 — B RRER 28 5
AT HIMROHIV-12>5 ¥V F E L Ol tikk (ECsofins53~641
1E2EAL) %in vitro CTHER L7245, # Vv EViititko 7o 7
7—EPIZ2 D7 3V BEERSH L, 2o HLI0F, V32,
L33F. S37N., M46I, 147V, I50V. L63P. A71V % U184V D75
T BERR D50%B 12380 bz, FVF BVt (ECsofif
It ; fold change [FCJ] >10) &% 5412id. TNHOERD ) bk
BSMEHOHIV 7' 1 7 7 — L HERIMEEERSLETHY . b
ADZERIZTTIZ AT 7 — ¥ RIEFWICHEEL Tz, 7~
FLFELN, TIFFEL, £ 2T FE L, BEFEL, £V T
1 FEN, U MFEL, HFFE VDLW Idtipranavirl 2 ED
PRABERRL, 1138k, F DN MRS R AR 3B C 202/ C21 35k B % UNC208/
C2155 BRI LML A AL S N BB D 57V F © OV 5-BG T O
HERRSS6HEIZ BT, IV EICRT AFEC>10 (hduE) %
RL720E, 108 %88 2 2HIV Y 0 7 7 — ¥ RLE H i B 1 2 2
ol TN —T DR TH o7,
Fov+ EOVIF A R (VI1I, V321, L33F. 147V, 150V,
154L/M. T74P. L76V. 184V K UL8IV) 1. #HL7 1 )L AHIOfE
HREERD & % BH DR T— 5 h oL Nz, © 0

2 TLRUDEEY
In vitro\Z B\, FTCIEHIV-1#k% 15720 FTCIZxHd 5 %2
DT &, HIV-1 RTOMISAV/TZEH L DI BEMEDSTRD STz,

3) F/KEIN 75T F3IF
TAFIZ3§ 2 &2V T L 2HIV-14BifR Tld. HIV-1 RTIZ
K65RZEFDFEH L TH Y . KIOEZF b —@Mhicilo 57z, K65R
ERAET HHIV-108ERRIZ 7 S €V, FTC, 7/ FEVRS
ITVUNIKT B MWDK T L7z In vitrol HAEEHERIC B\
T, BI04 L TAFIN § 2 B EE R RIS HI L b o 720

18.3.2 EREREAER
Ja5 7 —YHEH K OFTC - TDFEAF QPTG 2 X b
AV ZSEIHIRI R S T 2 BE E 0TS & L 7R OBk
(TMCI114IFD30137#5%) (2B C. #EIHERLBOREER D H 5
169 DR — R T A Bk & F v CRRFBUENT & F M 1217
WIEEATE S 7214060 CRAIFRISH. (A EEREA26) D) b
T/ R E OV ERI S F134% (5/14061 © AFIEE 4/9861, (HHEEHE
WEEEL/4200) 120 S, KE6SRDZEFEDAE) (ARFIEAR]) . K70
MEDOZEEDIB] (GHEMRFEHELE]) 12520 57z, FTCHT R #E2E
F1338% (53/140%1 : AHIEE35/9861, Gkt 18/42061) 127
BB, MISANL DA EAIF] (ARFIEILBI. HHAFHRELSH) |
K65RDZEFEAMG] (ARFNEEAG)) 12780 5 7z DRV B2
F134% (6/14060 @ RFITFEA/986B], (HHEMRGEEE2/4261) 12580 5
M, 184V 4Bl (RFIEEAF)) . L33F 161 (GEFkielELp) . T74P
160 GRISEREGERELG) K OL76V 161 CRFIEELE)) 12580 Sz,
7/ ARV, FTCKR UDRVIFHEREEZER )RS 52T T
BEIZB VT, 5548 M AT IE B TS CHIV-1 RNA®=
<50copies/mL%ZER L 720 7 A NV AZEW) N v OB L 724
NTORE2IBID D HR—= AT A 2 WO (T RGBT A S
N7224FN2 BV TIE, Wi d 7/ AL, FTCIUIDRVIi 4R
JHAEBIIERD SN o 72,
PHIVEEIZ X 2 HERBEBROBE 25 R E L2 ARH 0K
B (GS-US-299-01023t8%, TMCI114FD2HTX30013t8%) M 0°
TMCLI4IFD30135ER 12 B\ T AFID G- S 721228610 9 5,
PGB P IZHIV-1 RNA®R 2%400copies/mLEL L&D A )L A%
SR PRSIV S A Sl dOF i S YA DI [ 2R XY R o/
FhE S N7z 1490 Cld. NRTIFIEPEZ R II3FICRO SN, 20
9 BT/ A EOVIUIFTCR B2 FUX 261127860 B, M184L/V
261 (FTCHPERI#EZ ) . K65R 161 (77 / & EV L OFTCIif 144
W) AR SN, TaT 7 — Y HERO—RER LIZDRV
MRS B ER D b e Ao 720 [5.2, 17.1.1, 17.1.2%H4]

18.4 T X

18.4.1 5#ILFEIL
HIVZ7'u 7 7 —¥HEFNAIZLMESED LT v, 7T
LU, TZHFFEL, £ I FEL, OEFEL, 2NV T 4
FEI, VU FFE, FFF )V Xidtipranavir i i $ 5 Bz
DMETF L 72 BEFRABERRS , 309Kk D 90% 26 LTy # IV F ¥V Dk
PHET IR0 R TH Y, 1FEALOHIVT O F 7 — B IHEHIC
ot L Clit %2R 7 A VAV F EN OB EES L Tn
7oo TEHIBEF O VA 5, NRTI. NNRTI, @& rHEH] & 5L )
L e ORISR E LV EZ 2 5Nb, 99

18.4.2 TLRYSAEY
FTCHt et (M184V/D) 125 3 73 Y12/ L TR LM% R L
T, VI VTV, FREN, YTV Tk
L ClRES R L7 Y2V Ty ROV R TV ICkT 5
R T2 7203 F 3V Vg REL R (M41L, D67N,
K70R, L210W. T215Y/F. K219Q/E) X3 ¥/ ¥ vz i
(L74V) Z2H$ 574V AE, FTCIZH$ 2 B2 & #EF L 72,
NNRTIiE & #0105 M 2 K103NZE# i3 Z 0o R % A5
LHIV-11E, FTCIZx L Tl EE2 R L7z,

18.4.3 ¥/ KEI 75T xF 3K
K65R. KTOEZRIZL D 7 NA N, ¥ /vy, 937V,
FTC. 7/ REMITHT 2 EZHMMRT T 555, VN7 2 Ik
T AR S N B, TEISTHIH AL, LIIK65R% &
QISIMEAZE R A b . Bl R Win G B R M E I I LA 1 %
FEOHIV-1Z, TAFIZH T 5B HOT %2R L7z, KI03NIid
Y181COHNNRTIM#ZE R 2 43 HHIV-11d, TAFIZH L Tk
ERL7c, 7ar 7 —YHEAREZ AT AHIV-UITAFIIH LT
EZE R L7,

19. B2 ICREY 2EMLFERFR
19.1 ZILFEN T 52/ -ty
— MR Y IVF U Iy — A (Darunavir Ethanolate)

b4 : (3R, 3aS,6aR) -Hexahydrofuro[2, 3-b1furan-3-yl[ (15, 2%)
-3~ {[ (4-aminophenyl) sulfonyl] (2-methylpropyl) aminof
~1-benzyl-2-hydroxypropyl]carbamate monoethanolate

5373 - CorHaN3O7S - C2HsO

43 1 593.73

[N = N XY S

b

H
O H o 0
Qj%}J\\ ¥ HaC~ “OH
07 N T ON 3
H3C NH;
CHa

g 20 100~105T

SEAREL - Log P=2.47 (1-%+ 2 % 7 —)v/pH7. 0% i)

B DN, N-V AFIVARNVAT I FICBOTHETLT . 7E
ZRYNVIZETRT L, AF = LR REITICL, =
& 7 =) (99.5) ZEIFIZL L, 2-7 a8 — )V R UVKIZ
TR THETIZ v,

19.2 AEYXZ Y b

— A a ¥ 2% v b (Cobicistat)

1b%4 : 1,3-Thiazol-5-ylmethyl { (2R ,5R) -5~ (25) -2~
(3-methyl-3- {[2- (1-methylethyl) -1, 3-thiazol-4-
ylJmethylf ureido) -4- (morpholin-4-yl) butanamido]
-1,6-diphenylhexan—-2-ylf carbamate

53730 ¢ CaoHssN705S2

3 776,02

MR B~ o E R

LAt - .
2

<

o H H> O
AOH .
HiC N PN PN S
Hsc: /\S CHs N

R

RO T ARRIEESSTC . 200C LU (4f#)

SPEAREL : Log P=4.3 (1-4 2 ¥ / — )v/pH8. 5% i)

R 7 =Y, YraaRE . VAFIVANEKF YR
HE AL 7 = VITET RS KXEAT Y LIZiZE AL
BT\,

19.3 TLMUIZEY

— A 0 =4 b ¥ % ¥ (Emtricitabine)

b4 © 4-Amino-5-fluoro-1-[ (2R, 55) -2- (hydroxymethyl)

-1, 3-oxathiolan-5-yl] pyrimidin-2 (1%) -one

53730 - CsHioFN30sS

TR 247.25

IR AEA~FT7RT A FOBE



b rErEs
NH,
N)j/ F
g
HO—._ O/
e
BhOA #9155T
SEARE : Log P= -0.43 (1-F 2 % J — ) /K)
IR 112mg/mL
7Ebhr= bV 4mg/mL
fEME 4~ 72 ¥l 0.3mg/mL
19.4 F/KEIN 757 1FINTIVERE
— LR T/ ARV T T 23 R VEE
(Tenofovir Alafenamide Fumarate)

1-Methylethyl V-[(S)-{[ (1®) -2~ (6-amino-9/-purin-
9-y1) -1-methylethoxy]methyll phenoxyphosphinoyl]
-L-alaninate hemifumarate
7 F3 0 (CaH2N605P) 2 - C4Hi4O4
= 1 1069.00
R A~ IRE RIS~ T ARERB O R
(&= v,

NH,

e

CHs

o H i
4 LG,

S
VAN
N oo O CH,
IH
0
BT #9132

SPRCHRE  Log P=1.6 (1-4 2 % / —)V/pHTD ") ¥ FRIG#EE )

N=

K

COM
N - Hoc N

WIRYE D Xy — ) 189mg/mL
Iy /=) 69.6mg/mL
AV 7asx ) —)v 27.7mg/mL
TN 9.16mg/mL
TEr= M)V 2.30mg/mL
MrT 0.14mg/mL

20. BIRWL EDEE
20.1 BARefRIL, AT TRET A L.
20.2 NROTFOEI VIS T A L,

21. A&

211 BIEG ) A 7 EHENE & e b, #EEICERT S 2 &,

21.2 REOMFEFICY 2o Tk, BEICH L TARANICEHL CERLHA
Wk - MO T -5 R &RENETTH L2 LEr T3
LAY 74— Fartery b 2B5L59, EICERFTAHI L,

21.3 WM BV CHIE S T U ETI OB R RER IC oW Tid, &
TR 2 RER A B ORI RS R A IR 5 2 &,

21.4 FHEAEMMAIKRT T2 oM. FElE L TENO 2% 54
Bz st & L7 s BRI S L. AHI O EREIC BT
LI GREER. A3 - Zat (WRISEAROERE - 24
Yz &S ROEYHEAEROT— %) &4 L CERmMICHK
3oL Lbic, RO FHEAHFRICRIET 2L,

22. Ak
3088 LR My, T, EEFIAD ]
23. EEXH

1) HNEE : 7V VoI EATEER (TMC114-NC249)

2) MNER oY Ay v b oAgFEAHEERE (TX-216-2033)
3) Benaboud S, et al. ! Antimicrob Agents Chemother.
2011 : 55 : 1315-1317

FNERL 7V v o R EES-#N R (TMC114-NC130)
FENERL - 5V v o RS- #H R (TMC114-NC132)
FENEE v e ) b o AN PSR
(TMC114-NC146)

HNEER D OV F EL DDA RERE: (TMC114-NC159)
FERER - OV EN O AR ERER (TMC114-NC158)
HWNEE ¥V FENL - a Y AYy - AN) VY
YT/ EREN 7T 7 2H 3 FEAHI OFWEIRE IS 5
& (TMC114FD2HTX4001)

10) HER : FVFEL - AT RSy b - TANY T H
Y -7 /7KREN 75723 FRREFOSREYE)REIZH
A ME (TMC114FD2HTX1001) (20194E6 718 H &2,
CTD2.7.1-2.2.1.1)

AHNER  FVFELV - TV AF Y b LN TIE Y -
FOREN 7T 7 xF 3 FERAHOEYIREICY S 2 HE
(GS-US-299-0101) (201946 H18H#&F2, CTD2.7.1-2.1.1.2)
HANER ¥V FEL - TV AY Y b - AR YIE Y -
F/REN TI7xF 3 FRAFOEDEEICH T 2K
(GS-US-299-0102) (20194FE6H18H %72, CTD2.7.2-2.2.2.1)

N

4

© 00 S o1
= = T

11)

12)

-12-

13

=

PVER Ve - a8V ATy k- AN YIEY - T

JEREN TS5 7 xF I FERAHOAMFEORE N OSEYBhRE DK

& (TMCL14FD2HTX1002) (20194E6 H18H #&F2. CTD2.7.1-

2.1.1.1)

HNER D VT EVoEAKEEOME (TMC114-NC215

(FK4948))

HWNER  aL s A8 v POBEMGEEOME (GS-US-183-0133

(60N-1103A))

HNER IV RAY v FOBRAMEEGRONE (GS-US-216-0124

(60N-1103B))

AR EER - FvF ook

(TNO41201))

FNEE : €Y AS N OIEYEIEIC BT AT (216-2025)

MAER 2y 25y FoREORKE (AD-216-2038)

FER OV F EIVOSEY BRI KIZTT Y N EL o

(TMC114-C114)

HMAEFR v L odikofE (TMC114-C109)

FANER a2y v oot (GS-US-216-0111)

R VYY) b ELO/NBHIV-DSge B E 26

LR HER (TMC114-C230) (20194F6 H18HARZ. CTD2.7.3-

3.2.1)

Sekar V, et al. : Clin Pharmacokinet. 2010 ;49 (5) : 343-350

HNER IV F L - 8T A8y MIAFIOERIZ B 53

WEREOME (TMC114HIV3015)

HHNER YV F N Din vitrofEFMEICHE T 55

(TMC114-NC123)

NGRSV FELVD T Y ARE—F —IZHT L WHRE

(TMC114-NC137)

HHNER a8 2% v b Oin vitrofEFEEICHE T 5 HE

(AD-216-2028)

HWNEE a2 % v s Din vitrofEFEE I § 5 M

(AD-216-2029)

HHER AT A5y DT U AR=F — 12T LR

(AD-216-2099)

HANER T A8y bDNT AR — IR AR

(AD-216-2100)

WG aCy A5y FORNF Y AR—F — 2T B MG

(AD-216-2094)

GRSV FEN - YAy b - AR VI T

RN TT7xF 3 FEREHIOHIV-1EG B E 0 2 R

# (TMCI114FD2HTX3001) (201946 H18HKRE, CTD2.7.3-

3.1.1)

NGRS F L - AET Ay b - ZAMN) I - T

RN 757 xF 3 FERAFIOHIV-USGEF 03 5 Bk ik

(TMCI114IFD3013) (20194:6 318HA&F2. CTD2.7.3-3.1.3)

Koh Y, et al. : J Biol Chem. 2007 : 282 (39) : 28709-28720

MR IV EVoERETE (TMC114-0009-VRR)

King NM, et al. : J Virol. 2004 : 78 (21) : 12012-12021

FENERL 5OV B OfERREF (TMC114-0003-VRR)

HER D F VULV oEREFE (TMC114-0004-VRR)

HREE D YV FELOFY A VAER (TMC114-0014-VRR)

KL VLot A Vv AR (TMC114-0002-VRR)

HREE D F I F LR AV ZER (TMC114-0011-VRR)
)
)

14

fs

15

N3

16

=

17

=

-

J (TMC114-NC112

18)
19)
20)

21)
22)
23

=

24)
25)

26)
27)
28)
29)
30)
3D
32)

33)

34)

35)
36)
37)
38)
39)
40)
41)
42)
43)
44)

HEEEL - Z v e oiiy 4 v AER (TMC114-0016-VRR
FEER IV FELOPLY AV AR (TMC114-0006-VRR
45) HPEE - 7V EL oA (TMC114-0012-VRR)
46) LR @ £V EL oA (TMC114-0013-VRR)
47) FEPEEL 0 OV Lo AEYE (TMC114-0005-VRR)

24. XBFEKRERVBEVWEDESE
Yoty 77— EH ATAINA VT A=V arrF—
T101-0065 S 5CHRT-UHI X Py T HI3-5-2
7)) =AY 0120-183-275
https://www .janssenpro.jp

26. WERTEES
26.1 SLEBRSET (BA)
Yok r 7y <&M
T101-0065 HsTHRT-1% H X 76 1l FH 3-5-2



