20226 AER (B1iR)

HIVL > 525 —ERREH B REERIEES

Bk - BREE ARFISEIF MUY LEE 87625
BN : 3 i )

MAITUP 5230ne

VOCABRIA Tablets
MRS 0

B
) - EfEOLSEIC ERES [30400AMX00201000
KOERTEE BRFSRAtA 202246 H

2. B2 (ROBECEESLEVWTE)

2.1 RHN O IR ViBBUEDOREFERED H 5 B#F

229U77 Yy, Jx=bh Y. RATIz=rAV., 7T
JNLEY =)L, AN LY E2EBE5EHR0EE [10.1581]

3. fARE - MR
3.1 #Rk
HR7E 4 ARH 7Y 7 §E30mg
15E
BHRS | AAEFZTELF kYUY L3L.62mg
(BARF 7 I ELT30mg)
KA. EREILO—X, e oo —Xx,
A FoT ) aA=VEBEF NI TL, ATFTY VEE
T TRYT A, BEF Y V. w20 T—)L400
3.2 SFIDOMIR
HR7E 4 ARH 7Y 7 §E30mg
AIFE - R (HBEO T A VLT —T 4 VT8
#Aa—F [SV CTV
:
(EExER)
#914.5mm X 8. lmm
S
UL —
(E=) #95.2mm
HE 515mg

4. FPRENIFHR
HIV-1%EYE

5. ZEENIFIMRICEHET BER

5.1 RANZ. 7 A VAR OEEH 72 < 810 & 2 Fi6» ARILL
FIZBOTT AL AEGINE (e MREARE YA LA [HIV] -1
RNA&#50copies/mLAEd) »ESNTHBD, hKRT 7T
ROV NLEE) VIS 2R EERE R -9, REIANDY)
DEANELY) TH D LHS NS HHIVEBGEBE ICHEHAT
5 &, [17.1.1-17.1.3%]

5.2 KANZ K BBEICH Tz > TlE. BEORERR O ELSA
T AT AR GBIZTF RN & 2 W ISRIRTET) 25
12952 &,

5.3 RANILL T OBEICROERT 52 &,

- EREERBOERTH S H AT VI EIVEHFIORE I8
SO TEABAL LTHRT VI ENAOBEEZHRT 5,

CARTTITEERAETFTES AT V2 — LB ILHRET
ERVHEOREHEL LTERT 5.

6. FERUHE
VLY ) VIEERE E OBRICB W TOEE . BAICIZLEL$E (7
RAF 78N ELT0mg) ZIHIEREOHRST %,

7. BERURECEET 5FE

7.1 AR BEFEOFRICEDSTHRETEZ LM, VILEEY U
OFIEPHRT 235413, BREPFYNEIBERICRORST A L,

7.2 HRF I ENESRBEIRTY L) ESHIO G FIEEORFE
MEAELTHWREEICIE, KEZVLEEY VRO E D6

FIc&01n AR (D7< &128HM) 2ERIGREOKREL, 71
RTFZIELKROYILEE ) Lt d 2 EBE2HERT 5 &,
7.3 WRT VI LVEHR A BRETFEHOTHRE CILBRETE X
WAL, AR L AREBBEEDSHRETH S0, LROEICHE
Byslk,
- REBRSHREAHEE Al E T Th B &, KANCE AR
B2 AR 282 5581, MORHIVEATDZEZ %
CEEEETHI L,
CHRTF T ITUENFEHEEBRET ABICIENRT Z T EILES
HOBFHRLESBT 5 &,

8. EEREAIEER

8.1 AAHNC L 2iAEIL. HHIVEEIC D 2B 2FOEMD L
ETCHRT A L,

8.2 RAIDMHERAICKEL Tk, BRNDHA RI A Y EORFTOE
WESEIC, BEXNZEBEICRDLAEY 2HFIC. ROBIEICO
WTELFHHALARZBI %, HHTZIZ L.

- RANGHIVEREORIBEEETIE WS L 6. HAIRE
P2 HTHIVIEYUE DRI 4L S R % FIE L) % Al ge
BdH 20T, KR EHBEOERREOZEIIZ DN TIE,
ITARTHEHERICHRET A &,

- RHOEHBSICEAEEICOVTIE, BEDEZARHET
HAHTE,

- PHIVEIEIC X B8R 727 A L AN, BRI L 5
MEANOHIVEROGEHREZERSEA2 I EAREINTVS
M. ZOEEEEZZRICHIRT A2 EIETE RN L,

CHIVIEE D, MK & 5 th& ~OHIVELOD & 2K
TSELZPEIRPITFEHES N TV W &,

-HEYEOERL LICHEZAEE LD, lRAZHIELZD L
Wl &,

CABNIERER EHEERZREIT I EBH S0, IRAT
DITRTOER ZHLBERICRET S L. T KRAITIHE
FRICHT 7 Il D EE 2 IR 2154113, BRNICHEYEICHR
o I R

8.3 FHEEEENHSDONHT ENDHAHDT, EHIIICFFHAE
BEETOIE, BE2+HITO T &L [11.1.138]

9. PHEDERZEIIEHICHT S EER

9.3 FFikeERESEE

9.3.1 EEDIFHHEEEE (Child-Pughy%8: C) £&
EE (Child-Pugh% : C) OFFEHERERE 2 WRE LE
RERBRIIER LTz, [11.1.120]

9.5 1FiF
IR AT IR L T W A e D B B EIc1E. BB LoE R
e, LR S M SN BERICORRET BT &,
BMER (S ) IZBWT, 1000mg/kg/BH (BABEKHAE
IZBIT A NBRBEED6ME) OROKERIC, faRIAEOKHE,
DUREIE, FEEROEMEOHEROEFEREIPREENT
Wb, Lo, BER (T v ) ChBREREEIRDON TV S,

9.6 1ZILIF
BT SELZE, —fRIC. ARADOHIVEZZ[H 720,
HOWBRIEFICBVWTHIVIZER LR FEAZIRET
AR
BYER (v b)) IZBWT, ER6E» S HM0BICHRT 75
UL EROKBE L&, £RI0H O HE R Mg I3y A58
NIz EMPSE. B MIBWTHIITICRITY 2RTREEN D 5,



9.7 IR

NREZNRE U7z BRFHBRIIFER L Tk,

10. ¥HE{ER

NRT 7 ZEVEEICUGTIAICR# EN S, /oo HKRT S
FEIIZOATIRVOOAT3ZHET %, [16.4.1, 16.7.15H]

16. EYIEHHE

16.1 MEE

16.1.1 #0O5 (&5188)
HIVEEEBREHIC H AT 7T IL30mg# | HIERERO#RS L7z
BEAHOENERE/ ST A — 4 ROMBFHRBEHER > 2 EnE- 1RO
-LiZRT Y,

10.1 HARR (HALBWLIE) %1 HIVERESSCHRT IS EIL30mgEREROIRS UBom
HH| 7 E FRIRIER - BESE | BF - fBlEET WhEMERE/NS X —9 (1B1ERERSDE5188)
V77T AEIOMFFREEDS NS DK D AUC (0-t) Cmax C24 tmax
V77ov ETRL. AFROHEUGTIAl % 5FE (ug+h/mL) (pg/mL) (pg/mL) (h) =D
(2.2, 16.7.320] |BEBFTHBETNHN THILICED, 70.1038 4.6963 2.2475 2.9333
HILNT L 52, A H| D B AR (10.68865) (0.82365) (0.33835) | (0.983 - 4.000)
F7Lh— EEXND, THE (EHERE). 8l
[2.0508] 1) FRYfE (FEE)
A = O 4 6 -
FLETF ol
[2.2508] E
RAT = A > 24t
RA RV B
A 3 L
[2.2508] 2
T I NLEY—L Dol
7Tz /))N—=)b ‘4‘:
[2.25] Elr
10.2 HAEER (HAICERT 3T L) 2, ‘ ‘ ‘
HALE PRI - BB | T - ERET 0 6 12 18 24
#IERE (Mg, Ca. Al%) |[RH 0 MEEFEE |2 h 5 0 Z1fi # BSNE (h)
IR AKEL T LI = ETR L. KAIOME F+ > & iEk% E-1 HIVERESRECHRT IS EIL30mgERERORS LB om
N PEBETHEBENSFERT 52 LI EhEYEERE (1B10RERSOR518E)
WRERBE AN Y T L|b o, 2MinT 42| &0, KAOR (HIME+iRERE. 8fl)
& EEFIBANL. KNP EESNS. 16.1.2 REROKRS
O 528D FRTY () BEEEMBHEET VARV, HIVBMERE ZHRE LEFELR
\ZABEREDL 5 iR HIARE: (2015843 B V2015853 88) ICBUHHRTZIELE L
WANET FIRNICZER-21ZR" T o NN A2z RR
ARE 1;:::_ b x b quﬂf— ]:@ ZKﬁJ@OA;l/ EYBRE/ ST A —F 12OV, HART 7T ENL30mg#E 1 H 1 ERERD
[16.7. 121 RSB T 2 5T OATIOHEE 5 U B0 SR S < B WEE ORI LB E 2 T T Lk
NDH B0, BEFICED, AL iy
@%’?‘%E@‘ﬁg l/%ﬁ'— * DI -2 HIVERMESBEICHRT IS EIL30mgEREROIRS L0
THCE TRENERY FPRYBIE/ 5 X~ (SETENBERITIC 3R
RN S 5o x| g | AUC (00 Cmax Cr tmax®
1. BER i (ug-h/mL) (ug/mL) | (pg/mL) (h)
WOBWEFIN S5 bNB T ENBHDT, BEETHIIF. BRE HAA| 8 <£§;m (8ffom Gjlﬂ “Z{in
PR S NIHEIITR G AT 57 S EMEE TS & T T e T T T
1.1 EXREIER PEN T2 (437 149.7)| (7.9, 8.2) | (4.6, 4.8) | (1.5 - 4.9)

11.1.1 FFRERE (SRR
AST. ALTD EREZ S HHEREN DS DNE I ENDH 5.

(8.3, 9.3.1=M]

11.1.2 EFIEBEUEERE GEEAH)
HEXIHEBEHSHZ ., 2 BER. 157 FiAEXISBETE.

KA EIRERZ R

PRTEEIE, P28, AFERERIEANGE 13

MEMEREEDSH S5 bNIGHEITIEREEHIE L, FRERE
2TOE, BEOREZTDICBEI S &,

11.2 ZOftDEIHER

1~ 10%K it 1% S8 NER
R, AN, B|DODOR. R
TE - R E R, RNERE.
FEIED W0
HILEE  [ED. IR Mg, BESE. 3485
4| By
HmEE (BN
2HER e mam
AE#EM,. FI U [BEYILE
SRR A7 3IF—YER. |V ER
VS —E

YL »BEGE R ORE DA OESANC B 1 2 FBHE

Bl F9ME (95%(EEXHE)
L) ArRfE (%)

(Q HIVEGUEEESHIC AR T 75 ¥ L30mg# | B IERERORS L7k,
MR ART 7S CVEBEIIRETHRE TICERREBICELZ?Y (ME
ANTF—=%4),

16.2 DRI

16.2.1 BEDHE
R A1IBIIC &% (BREME © 53%AERA/870kcal) 1ZAHI30mg % Hifml
RBORED Uz, 2288 & AT, MR AR T 275 ELDAUC (0-1)
KUCmaxiE\hdng 14%EmL 7Y (SHEAT—4).

16.2.2 NAFTPRASEUF ¢
HNRT 7 ZENOREOR EEFHE] (FHANES) %L 7-ROZOAD
HRNA FTRATEY T 1 1375.6%TdH > 7= (RHEFZEEREMITIC &
B HETENE)

16.3 16

16.3.1 MFFEAES
In VitroCOART 7S )LD bIMFEERBERIZOUBTH 7Y,

16.3.2 HHEE
NRTTITENLDREPFORHER GRAFHME) 1X12.3LTh -7,

16.3.3 MERFSITH
bt N COIMmE : mEEOH (FHME) 130.437~0.571TH > 7%,

16.3.4 REBER~NDBIT
HRT 7 ITENVIMEBERRTICNHT 5. HIVEBREEZFICHRT /I
VL400mg % SRR T, AR T 75 EIL600mg % SHERE CHIAMZSS L
7oBf. EFERBICBU2HREHEBBO AR T 7 I IV OMEERHIRE &
MEEFEEE o (FRE) 13WVInd0.003TH -7 HEAT—%).



16.3.5 A5
HRT 7T ENVIEERROLEDETERICHET 5. BERAICHKRT S
Z EL400mg % BHEIFANIRESD Uik, T8k OREME © m5EHo
FROLEIZ0.16~0.28, EGHHHA « METHOFR{EIZ0.08LL N TH - 727 (4}
EAT—%),

16.4 {28

16.4.1 FHEER
In vitrolZBWTHET 7 F ENIZEICUGTIALIT. —EUGTIA9TY
Lrarvigiagasnzt, [10.208]

16.5 Bt
BERAICHC-NART 75 E30mg KIER) * % BERORS L7
DB EE DRSO HEAIZ, K27%FRFUCEIR S Nz, EhPEt o
KRS BBEEGROMN4T%) EREETH D, RAIIERE O HA5EH
ansd BHEAT—%).

16.6 HEDEREZTIDEE

16.6.1 BHEEEESESE
HEOBHERTE BFl. yL7F=>2)7I >R (Ccr) : 30mL/
minZkii) K OBRBEASHICH AT 7T eN30mg% BEFO%E L
BEOMEFHRT 75 EILOEMEIE/NS A — & 2E-3ITRTY GLEA
F—%)e BB, BNBETONRT VI ENOENBNREIC T T HEIC
DVTIBET LT 720,

x-3 EEOBHKERTERUERBAICANRT IS EIL30mgZEOiE
O#%5 LIl OmRh AR T IS EILOEYBIE/NS X —5

Cmax AUC (0-inf) t1/2
el (ug/mL) (ug-h/mL) (h)
HEOEKRE 8 3.34 142.72%Y 39.24)
ETE (2.67, 4.17) |(115.40, 176.51) | (33.93, 45.39)
N 3.37 140.48 40.54
A 8 (2.96, 3.83) |(115.84, 170.37) | (36.92, 44.52)
FHATTE (95%(E A )
ED) 74

16.6.2 FTHEEEEEERE
FREEEE D PSR R (861, Child-Pugh?# : B) M OREERLASHIIC
ART 77 N30mgz BEREOKRES L-ROMEHR AT 77 LDk
MBS T A = B2 R-4TRTO JEAT—%¥). 2B, BEOFEEE
ETETONART I ENLOEYEREICRITTHEIOVLTIIHF LTV
7\

®-4 PEEOFREETERTRREAICORT IS EILI0mgZED
BO’S UBROMRRDRT IS5 EILOZENRR/INS X —9

. Cmax AUC (0-inf) t1/2
| 1
il (ug/mL) (ug-h/mL) (h)
O P 8 2.70 101.73 30.85
BER & (1.94, 3.76) | (75.22, 137.58) | (23.72, 40.13)
§ 3.55 127.08 37.25
A 8 (2.90, 4.33) | (94.74, 170.47) | (33.41, 41.53)

SAIFHME (95%(FHEX )

16.7 EYHEEIER

16.7.1 In vitrost8&
In Vitrole BT HAF 75 MEP-gpk UBCRPORE T o - 721012,
F7zy n vitrolZBWTHART 7 I ENIZOATIRTOATI#HEL .
IC501EF N2N0.81 % 0.4l uMTdH - 72, [10.. 10.2208]

16.7.2 AT IS EILHHAEROEYENREICRIFTHE
HRF TSP HAEOEMERICRITTHELE-S5IRT PLEA
TF—%)s

=5 ARTISEIWHHEZROEYEREICRIFTHE

HART7Z IR/ FEGE RO FZE
I E DB ST A— 5 DIFETTFOH,
s = i
BEFRROTAR | ) g | PV (0% (EAETH)
Cmax AUC CriixC24
IFZ)VIALT
S g | 19| 092 1.02 1.00
0. Bmg, 11 (0.83, 1.03) | (0.97, 1.08) | (0.92, 1.10)
2 R I T L2 .07
0.15mg 1E1E" & (0.9, 1.15) | (1.07, 118) | (1.01, 1.15)
SOER . 1.09 1.08 B
3mgHE 30mg™ | 121 (0,04, 1.26) | (0.9, 1.22)
P o | 1| 0% 0.9 0.92
5mg 1H1EY & (0.85, 1.09) | (0.89, 1.09) | (0.79, 1.07)
BHREE : —

H1) AART 7T EEORILE LB SR

16.7.3 HAENART IS EILOEYEECRIFTHE
PRES AR T 77 VOEMBRICRITTHELR-61TRT GHEA
T—%). [10.1ZH]

x-6 HAENHRTISEILOEMEREICKRIE T HE

HAIGERS/FE RIS D7 75 € L %)
RS B $T A— 5 DR
3 |
FIFRERURR | ) g | P (036 AEIXTED
Cmax AUC | Couaca

ESEL - 1.04 1ol 1.00
200mg 1827 | M8 | 12 090 1.00) | (0.96, 1.06) | (0.94, 1.06)
1 =
17777 e || 08 0.79 0.74
300mg 1H1E (0.76, 0.90) | (0.74, 0.83) | (0.70, 0.78)
1 NS
AT 041 0.50
600mg 1H1E (0.87, 1.02) | (0.36, 0.46) | (0.4, 0.57)
1 P
ey T 1.05 L2 114
25mg 1G1E" (0.9, 1.15) | (105, 1.19) | (1.04, 1.24)

HLD) AT 7T EROAILELEHR SR
H2) AART T TR ORI R B G R

) AROERBSNAERCHRIE, (VL EEY VEREE S ORI
BOWTC, GBE. BEAICIZLEILSE (BART 7780 ELT30mg) =1H
IEREOHRET %.] THBo

17. ERERAREE

17.1 BHERUREMEICRET 2R

17.1.1 EEHERESE DEEER (FLAIR @ 2015845KE8%)
FLL a1 L AR K BEERRO 2 W AHIV-UBRERE % MR
124 > 777 —E¥HEEA (INSTD) 2&CIHIEISEDOL X V60K
TTZIENE) LY Y OMRABREICTI DB 1B T A L AN
DR ORIz BE & L7z T > 7 LMEIFE R HBGERER 1062901 S H A AN
S5NTze HMAANSNIMEREICRLTZSEL - TANHEL - FITY
VEASE [HLA-B*STOIRGERERE Tld. LT 7 I Bl EKERYIRE
EERIAEA] (NRTI 2411 Z1H1E. 200EMEO#ES L7z, HIV-1 RNA
& H%50copies/mLAN Td - /- #EEE 5666 (HAANEBE206 % ET) O
b, ARTFTSELEYLELEY »OpRFESE (CAB+RPVE) I
2831, RLFZIENL - PRAAEIL - T3 TV VERESE [HLA-B*5701
BHHEBRE TIX. FLT I8N EMBRYEERRZEER (NRTD 2
Al 2k 28 (kiR 58E) 12283012%E1 0 (17 51 7zc CAB+RPV
BICEID T SN HERE ICIE. AR T 7T ELROFB0mgE VLY
Y ORI SmgETHLE, D &b LERMFRRORS Lok, 1R
77 EEEtAl (1 HE600mg. 2% B HLFE400mg) &Y LEey >
EHE (1 AE900mg. 2 A ELM600mg) %14 ARG CAGRRIRE
HARICHRAERS LY, BEOBEEEROEERFEICREY 3A6NT
CAB+RPVE O F i R EIX345% (HFH19-687%) . 2122%. AFEIZEA
76% BEANIET 7V HRT AU N ANIT% T P T NA% 7 DA3% T dH >
Tzo "= T4 > OCDARGHY > BkE350cells/mmPRiGE 7% T dh - 72
FEFHEIEE Tdh 2 548EKFOHIV-1 RNAZA50copies/mLEL ET
Ho I HHEOE AL, MREEGHD2.5%IC8 LT, CAB+RPVET
2.1%THO. FAELI-HEZOBRFEXE O LRME (2.1%) &, S
HEv—=Ir (6%) LD/haL MRS IO 5CAB+RPVEDIES,
HWARENT, 48AREE TITY A L AZEROEE (HIV-1 RNAED
200copies/mLAm ICHIHl S 7=, 2B D EfE T HHIV-1 RNARODOH|
EAER A 200copies/mLEL k) %7 U7 #5#E I CAB+RPVEETL.4%
(472831 . MiHx5RETL.1% (3/28301) TH -7z, BEBEON—2F
A VR OHIV-1 RNAE A 50copies/mLELETH - 72 #i5E 0 &l &
& CABH+RPVE R kG 5 CREE THh > /2o HAAEMICBT
5 FEMIEE T b 5% 548 B OHIV-1 RNAEA50copies/mLE_ET
b o 7 HEEE L. CAB+RPVEE (8f) RUREGIX SR (126]) Mated
120BlTdH o720 [5.1. 16.1.25M]
BIfEFFEIRSEE X, CAB+RPVEET83% (236/283f) TH -7z, £ El
TEFIE. ESEBAERT% (221/28361) . 1HEERAFERTLIS% (43/2834) .
ESHRAIEERE13% (37/283M1) . 1HAHERAIEARS% (22/283(1) . FE&TERAL
ZOEERG6% (16/283f1) . FERS% (14/283%). F#5% (13/283%1). &
SHERAIATEEA% (12/28361) « HSERAIEVE3% (8/28361) K OMAIR L5
3% (8/283f) TdH > 7co HRAERIZBWT2FILLEICH S NIz IER I,
AT ERAE 8% (7/8f7l) . 1BRIE38% (3/8f) Td -7z,
5B, AREBICBY AHBEEOENER-1US, X—=2 T 1 > ORI D48
JEREOHIV-1 RNAEAS0copies/mLEL EO#ER#E DE| &% FK-2UTR L7z,

x-1 HBRRMBEOEN

CAB+RPVEF | ki 58
283/ 283/

HIV-1 RNA&7%50copies/mLEL EE)

MR OZE (BSREEXE) = -0.4% (-2.8%, 2.1%)

A U AR R 41 (1.4%) 9] 361 (1.1%)

1) BHEORANC KB FIERO Y A L ZZAHFIHE SN TV Wi
fiFcHIE L7 REfl 2 & T

H2) R=2F 4 Y OBRIRTICE D FHEE

1E3) HIV-1 RNAZEA200copies/mLAmIZHIHI S N7zt 2[00 EfE 9

ZHIV-1 RNAEDHIFERERA200copies/mLE, &

CAB+RPVEOAGID S B3Ik, 075 A4 FAITH D, EO DL

IZCAB+RPVOH B S ZZ T T h > 7

offl (2.1%) 7 (2.5%)

¥4



F-2 R—=R54 Y DHEFHERIDIBEIFDHIV-1 RNAEH50copies/mLEL

LOWEREDEE
CAB-+RPVEf Wt 5B
2834 28351
N—2 T4 »CDABME > /855 (cells/mm?)
<350 0/19 1/27 (3.7%)
350-<500 3/64 (4.7%) 0/60
>500 3/200 (1.5%) 6/196 (3.1%)
TR
B 3/220 (1.4%) 6/219 (2.7%)
2 3/63 (4.8%) 1/64 (1.6%)
PN
BA 6/216 (2.8%) 5/201 (2.5%)
BEN/TITUNRTAUAAN 0/47 2/56 (3.6%)
7IT7A 0/12 0/15
Z DAt 0/8 0/9
BMI (kg/m?)
<30 3/243 (1.2%) 7/246 (2.8%)
>30 3/40 (7.5%) 0/37
Fi (%)
<50 5/250 (2.0%) 6/254 (2.4%)
>50 1/33 (3.0%) 1/29 (3.4%)

17.1.2 B MAEEAER (ATLAS : 201585515%)
U ra YA VABEICLD, D &bon ABY AL AZITITH S
NTWVBHAHIV-UEEEREOL6f] 20 R & Lz T v ¥ AMLIEFEMRE
ZBWT, ARFZSELEY LYY Y OfR%S5E (CAB+RPVE)
12308, BATOL YA 2 fkiid 28 (RiEix58E) (230861725E1 0 1+
o7z, CAB+HRPVEEICE|D fHIF o NIz HEEFICIE. AART IV IEL
FOABOMgE VL) VOIS Smg# 1H1E, D7 < &b HEMHH
BOKE Lzt ART 7L ESAl (1x AE600mg. 2» A B
400mg) &VILEE) Vs (14 HBE900mg. 24 HBLEE600mg) %
1 ARRE CAGRRBHHANICHRRS L7z, mEOBEERKROE
BEHEICR D 13 5 NI CAB+RPVEF O i -8 124055 (HIFH21-74
%) HE32%. ARIZEA69%. EAIET 7Y AZRT A 51 AN20%.
TIT N1% EDfHB%TH o720 R—=AF A > DCDARHEY >/ SBRkHL
350cells/mm*KiiFiE7% TH > 720
FEFMIEE TH 5 548@ROHIV-1 RNAE A 50copies/mLEL ET
Ho - WEEOEE T, MEREEDL.0%IC LT, CAB+RPVEET
1.6%TH Y. AL BEEZEDSBEEXE O ERE (2.5%) 1. FEH
M= (6%) L0/hSL, M 58I 2 CAB+RPVE OIS,
EATRENTz. ABBEBFE TIZT AN AZHRMOELE (HIV-1 RNAEH
200copies/mLAI @ ICHIH S izt 2[ED#EHE$ HHIV-1 RNAEDHE
TEAE R A 200copies/mLEL k) &/ U7z #1585 1L CAB+RPVEET1.0%
(3/308f5) « keI S5EET1.3% (4/308f) TdH -7z, A8EBEONR—2F
A VHEERIOHIV-1 RNAB A 50copies/mLEL =T dH - 7z #i5k& O &l &
&, CAB+RPVE R UK SR CRIBETH > 72, (5.1, 16.1.25E]
BIVEFFISEE L. CAB+RPVEET83% (255/308f1) TH -7z, E7zHl
TEFE, FESFEBAEIETA% (227/30861) . HEEERALERT12% (36/308()
TESHEAIIERE9% (29/308%1) « FESHERAIIERRT% (22/30861) . FEETERALIL
B4% (12/308(51) . HF54% (11/308f1) HE4% (11/308() . FH4EBAL
MHIM3% (10/308%1) . 4% (11/308%1). SEE4% (11/308%1) KO
NHRAE3% (8/308fl) TH -7z
BB RREICBI 2RBAEOTNER-3IC, R—RT 1 Y ORHERID48
JAREOHIV-1 RNAEAS0copies/mLEL EDO#ER#E DE|& % F-4IR L7z,

®-3 HERRADEN

CAB+RPVEf | #kfciGaE
30843 30843

HIV-1 RNA#& #550copies/mLLL_E=V
WEERDE (95%(EHXR) + 0.6% (-1.2%, 2.5%)
A AEH R 361 (1.0%) ] 461 (1.3%)
ED) BREO RN & BHIERTY AV ZZHMHEIBE SN T Wi
Mz IR U7 RER % & e

N=2 74 »ORERIRFICLD

HIV-1 RNA&73200copies/mLAI ICHIf S M 7z42, 2\ DE#fE 9
ZHIV-1 RNAEDORIFERRA200copies/mLEL &

561 (1.6%) 361 (1.0%)

%2)
E3)

1#4) CABHRPVEED3fE. 7514 TA. AIRUVAGTH -7
R4 R=2 54V DFHEFIDI8EIFDHIV-1T RNAEHS50copies/mLEL
LowEREDES
CAB+RPV# MEGE S R
30831 3085
N—=2F 4 YCD4BFMH > 78k35 (cells/mm?)
<350 0/23 1/27 (3.7%)
350-<500 2/56 (3.6%) 0/57
>500 3/229 (1.3%) 2/224 (0.9%)
]
Bt | 3/209 (1.4%) [ 3/204 (1.5%)

CAB+RPVEf e 5B
308451 30841
7 2/99 (2.0%) 0/104
N
BA 3/214 (1.4%) 2/207 (1.0%)
BAN/T7VARTAVAAN 2/62 (3.2%) 1/77 (1.3%)
TIT AN 0/22 0/13
Z DAl 0/10 0/11
BMI (kg/m?)
<30 3/248 (1.2%) 1/242 (0.4%)
>30 2/60 (3.3%) 2/66 (3.0%)
Fin (%)
<50 47242 (1.7%) 2/212 (0.9%)
>50 1/66 (1.5%) 1/96 (1.0%)
I V7 LR OGRS
PI 1/51 (2.0%) 0/54
INSTI 0/102 2/99 (2.0%)
NNRTI 4/155 (2.6%) 1/155 (0.6%)

Pl= 7Yu 77 —t¥HEEA. INSTI= 1 > 775 —EHEEA. NNRTI=
BRI B R R A E A

17.1.3 BSEMAAEHER (ATLAS-2M : 2079665K5%)
FL ha A L ABEICK D T A L AETHIF S W TV A RAHIV-1
FUERFEI0ASHI 2R E LicT v ¥ MUIEERRBEICB W T, ART 7T
LEVLERY v xlh AR CHARSES S S8 (17 AR SER) (25236,
27 AR CHARET 28 (27 ABRRSE) 1252260175810 (15 517z,
HFRNICART 7T ELE)ILEE ) » OMRRELIOEEELZI T
WeHEBRE I, AR T 7T EREOAIImgE V) ILE Y'Y VEOAI25Smg
ZIHIE, D L 4EMMRREORS Lz, 1y AERRERF T 7
A7 75 LESH (12 AE600mg. 27 H B LKL » A RET400mg)
SULEEY Y EHA (1o HE0mg. 2% A E L » AR T600mg)
ZALEEEHANICORRES Uiz, 27 AR SETIE. hKRT 7T
COLESA (1. 20 ABROBIE2 » AR T600mg) &V ILEEY UiE
SE (1. 27 ABKROLIFE2 » AR TI00mg) % 44308 FEE5 /5 A 1 OF
RS L2, 1y ARRRSEEL 02 ABRESHOBEE R L UER
REIRD 3ASNT, FROFREITVITNH42.06%. EHIEHERFE D
IZBEMNTO%LL LTy AEHTO%LL EABEATH D CDAGZIEY >/ 8BkEL
350cells/mm&iiiiE. ZNEN5%KVT%TH > 720
FEFMIEE TH 2% 548EBOHIV-1 RNAEH50copies/mLEI ET
B oI HEEE OEIE T 1y ARBERSEOL.0%ICx LT 20 ARIER
SBTLI%THD . RELLHEZOSREEXEO LRE (2.2%) &,
FHHE~Y—TY Y (4%) Lu/hEL, 17 AERESEICNT 520 AR
BEBOIEREITRE NIz RIBRGFE T A VAR OERE (HIV-
1 RNA&A200copies/mLAKM ICHIH] & N7z, 2B 0EKET HHIV-1
RNAEOHIEFEREA200copies/mLEE) %7z U2z #i8#H 1 » AR
BERT0.4% (2/523061) 20 EERRSETL.5% (8/5226) TdH -7z,
AQEREDN— 2T A VFFHERIOHIV-1 RNAEDS50copies/mLEL ETd -
THBREOEIE . WHTREE Ch -7, [5.15H]
BIfEFARISEE L. | » AR SEET76% (399/52361). 27 ARERS
BECTTI% (400/52251) TdH->7z0 17 ABRRSEOEZBIERIE, Hat
HBALYETREO8% (358/523(F) « 1EATERAIAERT17% (87/523f) 15T ERALEE
67% (37/52345) « FEETEBRIAN B8 % (40/523) « FEATERALIERRS% (26/523
Bl FE85% (25/52301])  IEETERNL 2 > BERES% (24/52361) 7 554% (19/523
Bl)\ ESTERAIALIE3% (15/523f1) K OVESHERAIMIE3% (14/52361) <
HO. 20 AEERSEOEZEIERIZ. EHHAERET0% (364/52241) .
TESHRAIAEET10% (54/52201) « FEAHBAIIEAE8% (40/522(51) « &AL
THEET% (34/5220) « 1ESTEBAIIEARG% (32/522431) \ TESTHRALE S FERL
5% (26/522f5) T U'%#4% (19/52261) TH-7z0
BB, RBEICB 2RBEAEOTNEZ RS0, X=X T 1 > ORERID48
JEREOHIV-1 RNAEA50copies/mLEL EO#ERE OE| &% R-61TR L7z,

x5 HEREEOEN
1» AMEHRGE | 2» ARRER S
523/ 52251

HIV-1 RNA&E#'S0copies/mLE_E*)
MBI D2 (95%FHEXE) 0.8% (-0.6%, 2.2%)

A L AR 261 (0.4%) ™86 (1.5%) ™
L) BREORIMIC L ZFIEROY A L AZIFIAE ST Wi ni
Bl IcIE LER 2 & T

N=274 Y OREFIRTFICL DR

HIV-1 RNAE»%200copies/mLAICIIH S 17z, 200D EfE S
%HIV-1 RNAEDHIFERERA200copies/mLEL |

A AR OB R - L2 10BIOHIV-19 7% 1 T3, A (2
Bl). Al (2ff)). B (45)). C (1f1) XixComplex (1) Ta -7

561 (1.0%) 9l (1.7%)

*2)
*3)

*4)



F6 N—R54 2 DHEFHERIDIBEIFDHIV-1 RNAEH50copies/mLEL

LOWEREDEE
1» ARG HREEE | 2 ARIRHRS R
523/ 522451

N—2 T4 »CDABMEY > /855 (cells/mm?)

<350 1/27 (3.7%) 1/35 (2.9%)

350-<500 0/89 1/96 (1.0%)

>500 4/407 (1.0%) 7/391 (1.8%)
TR

B 5/380 (1.3%) 4/385 (1.0%)

2 0/143 5/137 (3.6%)
N

BHA 5/393 (1.3%) 5/370 (1.4%)

JEBA 0/130 4/152 (2.6%)

BN/ TTIVAZRTAUAAN 0/90 4/101 (4.0%)

JEEN/TT7VHZTAUAN | 5/433 (1.2%) 5/421 (1.2%)
BMI (kg/m?)

<30 3/425 (0.7%) 3/409 (0.7%)

>30 2/98 (2.0%) 6/113 (5.3%)
Fig (%)

<35 1/145 (0.7%) 4/137 (2.9%)

35-<50 2/239 (0.8%) 3/242 (1.2%)

>50 2/139 (1.4%) 2/143 (1.4%)
CAB+RPV#5E (GH)

0 5/327 (1.5%) 5/327 (1.5%)

1-24 0/68 3/69 (4.3%)

>4 0/128 1/126 (0.8%)
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75 —COEMEAIHEE L TZOEEEEEL, V1 L ADNADEE
DNANOHA A ZEIT 5,
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FROG: ZNZN3EET D) ROV L—70 ; 3] 2B s g7
fazB WO N AT 7 I EIDIC50130.02~1.06nMTH D, 3D
HIV-286 R 8RR IS0 9 51C50130.10~0. 14nMTd - 720
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7 AV AERICIE. TN BEIMUIAERGESRD 5 iz,

18.3 EAIMmE

18.3.1 FEERPREXERALIE
HIV-1 1IB#: (TI124AZEIAET %) 2 HART 7 I ENELE T CTLI2ERM
RIS LR T ICRD O NA V77T —EHEEO 7 IV BER
13Ql46L. SIS3YKUTI2MTdH 0\ BEZHZE(LE [Fold Change (FC) :
BERZET HHRICHT HIC50/HARHIV-1 NLA2HI KT 51C50]
13ZNZN1.3~4.6, 2.8~8.4K%U2.8TH > 7=, FERHIV-1 NL4A32E
ENRT T I ENOFEERCOHMBREELZHBETCRA YT/ I—1
FEICT I BERIIBDLNED 512,

18.3.2 BRFRAERANIE
201584 (FLAIR) B CAB+RPVEHIZBWV T, MiETFT—r DiFs5hiz
7 A L AZERREFI3FH 260 T IE TREAICINS T R EQI48RE £ %
ELTHY, WITEARTZTENTHT 2B HET %79 Gl40RE
BENECz. 72 [T NTCOWESE TIHEEO ) LYY U iEREEE
% (KI01E. EI38E/A/K/TXIZEI38K) 24U TH D, 3fIF2T) L
Y T AREZHEOETER L,
201585 (ATLAS) #RBED ™7 A )L AR RFFI3FI R 1G] Tl 7 1 )L A
KB D EE VB ICINSTIf BN ISSHE B AR S Nz, £/, 369~
TOWEE THBERICYLEL ) UitEREEER (E138A. EI38E/KXiX
EI38K) 4L THD, VILEEY VIIHT 2EEFMHOME T 2R L. 34
FLIBNEART 7T ENITRT 2BEZHOE T ER L7z,
HART T TN HHEREZERIE. GI40R (161). QL48R (24i)
RUNIS5H (161) Td -7z,
207966 (ATLAS-2M) HERICHB W T, 1» ARIBREGED Y 1 )L Z%H%
Bl 26F1) TIE. WThOBEBRELR—AT4 VY ILELE) ¥ X
INSTITH R EEREG LT Wi o7, I TR EREIEE
Al (NNRTI) BEZR (G190Q) &NNRTIZE (V189I) ASMEEHIAH
ENTzo TA I RERRBOEEVEIC I TIEEFRIC) LEE Y VittEE
HZRE (KIOIE + M230L) At sh. BlowsaE CIaNNRTIREHEZ &
(G190Q + VI89I) IZVITOV/IBBME N T W WENOWEEIZBWL
THYLEEY VICRT 2BZHOETER Lz, £/2. WTNOWEBRE
B A L AZREI DTV EICINSTITH M REZ R (QI48R + E138E/K
YIINISSN/H) #FLTBO. WBITEH AT 7T ENHT BEZED
ERZRLZZ. WINSHINSTIHEZRE THALTANIALTBHT. Ih
5DOWBEICBIT A NRT VI NLDOBZHELEEIXL.8~4.6TH o170

-5-

27 ARERSEO 7 AV ZZRB] (8F]) 12BNV T. R—=ZAF 1 VB
5B LR Vit EA R (Y181Y/C + H221H/Y. YI88Y/F/
H/L. Y188L. EI38AIZEI38E/A) %E L. 1B NART 7T MR
FEEE (GI40G/R) #HL TV (VLB ViREREEEEYI81Y/F/
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INS Tt 4 B A B¢ dp B LTI THIHRAGI O # B & T H S ndz. 1FIDH:
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BINLA32BE IS BIC50 8 g 2 2 & Ic & D EH U7 AL E D
SPLE) RN, 2055, QIASKXIZQI4SREZ &L HEBDER
EEALLGEICEE 2BRZEOETHFRD 5, NIS5H/QI48RK U
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HART 7 F CIVIENNRTIMEREZE R (KI03NK&OY188L) K& UNRTI
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QISIM) 2HT HERKICH LTI AV AEEER LU,
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