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HHZE,
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BLL L OHEDD 5o

15.2 FEERAREER ICE D { B8R
BMIA AT, wkifs GAFHE aeren - ) e
JV400/100mgl H2# 5ok MIBIF 2B EF ¥V olERROIZ
VZ26%) 25 L7a<y A THIER OB OBINATED 5T b,

16. EMERE

16.1 MABE

16.1.1 REES

(HIVEEEEE)
T - ) b FEN400mg - 100mg BIDZ#:45- L 7zHIVE M
BEIBT 20 FEVO@FEHIMPREZ. ) FFEVIRED
15~20f5CH o720 (BEFENDKZIST A —% : AUC=160ug -
hr/mL. Cmax=9.58+4 .41ug/mL., Cnin=3.83*3.44ug/mL.
Tmax=3 = 2hr. T12=F¥5~6¢[H., B2 TokEH7 )77 v A
(CL/F) =6.4%*4.4L/hr) V) M FELVOIITHEEIZ. ) M FEV
600mg BID% #£45: L 7238 DML REDT% AWM TH 5 720 B E
F YN Din vitro ECsold. ) M FENLVDRI05GDITH %,
HIVEEER AN B #2141 L. 2 EFE)L - 1) M E1400mg -
100mg% 1H2[, 3~4EMIChz )G Lizaou el s
U N EV R IRRR ML RO P EE T RIR S,

14
2 —e— KL
S0 - RFEN
0
—
&
380
N
w6
£
s , L
5 L
PSSP T CRY NP
0 2 4 6 8 10 12
H 5 HAR (RRED)

a¥rei -y b FENOFER2E (185EdH 721 200mg - 50mg)
EETHOLNLIMPRERERKGSOTEFEL - ) FFELA
TENWHZH TNV (14 7EVDH720133mg - 33mg) & M5 T
HY. EYBREICEEIBDON L, -7z BHEATFT—%),




(fERERBERCHIVERERE)
TR R K OCHIVIEGSE B Z I LY M FELVoitHof
ML) O EF CNVOREWEREEZ R Lz 2 A, EEHERE -
BEMTELZRD LD o7z WEHEBERE X OHIVI&GLhE B % 0F
S L L7 EBOBERRBTIZT Y CL o 3 3 5B G H
5#10~14H CTEFWIRBIZFE L. WEAT—%),

16.2 DRIX

3A7) TR SN IH O 2 BEATICHET 20 BRH R TR
5N B HEEDHPATIZCYP2D6, CYP2C9. CYP2C19. CYP2EIL.
CYP2B6. CYP1A2% [ L7\, [8.1.4. 10., 16.4%M#]

16.7.2 FEMIEEIEFAERKRZER
RAN L BT 2 RO F WA O WT, N5 3R] O SEY )
A Z LD TIORT, [8.1.4. 10.. 10.2&/]

PEEATE K F L OSBRI KIS

¥Lizo a¥FEVOBILRHTIE. v TP ARL H13H
RO LN T WD, d-oxofk L U4-KEALAD T ¥~ — % 2H 78
Por AV A% OB TH L5 F oM ORBEHE
HWRDOTL =8 TH 5. U N FENMIMHEELRZFLELTHD
DRBEFET L2720, BEFELORBIFTETLEELEION
529, [10., 16.7.1&%HK]

16.5 HEittt

fREHERERZ IS CRE T ¥ EL - Y R E L D400mg - 100mg
YRS L2lA. 10.4%2.3%2RHE~, 82.6%2.5%2°
Foh i S e, F o REALEFZ. 2% R~ 19.8%7%%
FhAPEES R BHEATF—%),

YOVIZCYP3A & HHIRWEAIMEA /R L, EICCYP3A (3A4. 3A5.

16.2.1 BEIPBOREICRITTHE oY VEMEEO%
BHEBERE CO E S E - ) b ELOFEAI400mg - 100mg? H G RO (mEFer -y el o fbE
W5 512 B 2 BB i (IR, 872kcal. 56% (mg) VO (mg) * fﬁ%ﬁfgﬂ#ﬁiﬂ@
AMRITER) L 2T L THBL 22 & 25, ConRUAUC 777V ¢ |T50BID. 100|400+ 100 BID. 21H | 12 | 0.72 | 0.62 | 0.43
THEZTRO NG Doz SOOI EFOA MM D 7 FVAASF>[20QD. 4H  |400-100 BID. 14H | 12 | 0.90 | 0.90 | 0.92

7k LT, DOEFOFHUZ BV CTHEYB)E
B b 7 b 5 B 7 (;;A_s_ﬁ,) F7 7y B00QHS. O oy o BIDT, 10 | 19 | 112 | 106 | 0.9
- SP S EmeT 7T 600150 BID', 10H | 23 | 1.36 | 1.3 | 1.32

16.3 3% FhaF = 2008 400100 BID, 16H | 12 | 0.89 | 0.87 | 0.75
ERINZBT %1 ¥ Ev OISEE PR G3134998~99% (14 AV7 4+ [1000BID, 101 [400- 100 BID, 210 | 13 | 0.79 | 0.73 | 0.62
WS (Fu) © #91~2%) Th b, TEF LM, a-BlER 20081, ER[400 - 100 BID. ER| 2 [ o [ o0 | g9
FEE (AAG) L7 LT3 Y SHAT 24, BREEAAGDS |, (b (D >
DEWY, T EF YL - ) FFEL400me - 100mg BID D514 124mg/kgQD., 3(?};]'75mg/mz BID, 12; 08 | 0.78 | 0.45
R IR T, RIS 5 1 EF C L oA 2 B N
EREHIE—ETH ) R L HIVBPERH L OMISEE  |pag5y-y |oqp,sp [0 10BIDW 10A] 12 [ L8 | LO7 | LGS
BT (FEAF— ) 800200 QD', 10H | 12 | 0.94 | 0.92 | 0.71
R ° 5259y 150 400 - 100 BID", 10H | 12 | 0.98 | 0.98 | 0.93

16.4 A8 - N 800200 QD™, 100 | 11 | 0.9 | 0.9 | 0.85
e MFIZuy—2a%Hwin vitroidlET, B EFEMIEEIC TINAYF Y |20QD, 4H 400 - 100 BID, 14H | 12 | 0.98 | 0.9 | 0.88
BALRH %25 2 L AR SRz, BEFELIRCYPDT 4 Y V777%7 _ |150QD. 100|400~ 100 BID. 20 | 14 | 1.08 | 117 | 1.20
FAROI D BELCCVRAL L DRWBENS, ) FTEL | 0 a0 s o 0| Lo 08 | 0

i s . oy e .- TYEYY . : . . . .
ACYPSAL MBAHEE/RL, CYPSAIZ L LS LN ORH 600QD. 141|400 400 BID. 9F° | 9 | 0.9 | 0.98 | 1.03
ERETA7-00EFENVOIMTREEDS LA T 5, BEERRYE : - 100BID, ql 8
ICMCHERT E F UL AT EFEL - ) b F ¥ L400mg - IRTEV s 400-100 BID. 348 | 5| 13 | 146 | 216
100mg% il 5 L7e3ar, M Baha o 89% 23 R A (bR iZ th 797VEL  |750TID, 10H [400-100 BID, 20H | 12 | 0.96 [ 1.06 | 1.14

FRHZHT D D7 WY § TR 2B 5 7 7LV HIUEHEH O 5%

THb

1. UM FEVOEYBHRIITT 7 EL Y Y HFHOEEEYZT W

2. HIVEERNE# ORER

3. HIVEPERIE (67 H#i~12i%) Ok

4. Wi $5-800 -+ 200BID (533 - 133BID x 1 H., 667 - 167BID x 1 H,
800 - 200BID X 7H) &400 - 100 BID x 10H & D His

5. Wi 5-400 - 400BID (400 - 200BID x 1 H, 400

400 - 400BID X 7H) &400 - 100 BID x 10H & D H
6. FLHEROARA L OPHIZHER S v
* PAREICE 2BE (n:m¥F BN - ) PRV PERHERSH, nE
FEN - U bV HE B
T SEANC & % Bk

it B

1) AFH DR e

- 300BID x1H .

K E12400mg - 100mg# 1 H 20#%45- i 800mg -

16.6 WEOHREET S M 200mgZx 1H1M#5-TH 5.

16.6.1 BE~hEEDOHHEREERE nErErY }\—}—K}l/ﬁ)mm#ég)%%ﬂ‘%ch&mj—i}g%@ﬁ%@ﬁgwmm
HIV & HCVIZEE S L T\ 5 B~ 55 55 o i B fl P 5 8 B BERSOME |BEFEN Y hFE) (M{Jﬁ;gg/;pﬁ;}%iﬁ)w
(n=12) & IFREREREE O 7 WHIVEHSE RS (n=12) 1SH5 2 3% (mg) VORI (mg) Com [ AUC | Can
WK (T ¥V - U b E400mg - 100mg BID) 750BID, 10H
IZBWT, IFRERERR & AT CIX IR NP R RE R S o T & iR L TYTLFEN @?OQHILD\ L4 [100- 100 BID, 21H | 11 | 112 | L72 | 4.57
T, TEFEILDAUCHRI30%. Couxh¥H20% L5 L. EEAM A Wl
KL L7272 (HIV - HCVEREHE 1 99.09%. HIV - JEFHkhe 7 VAR5 F2[20QD, 40 [400-100 BID, 140 | 12 | 4.67 | 5.88 | 2.28
B 1 99.31%) . k. HEEOMIHEREREEE B 5K T77¥L Yy [600QHS. 9H |40 - 100 BID, 9H g 0.91 | 0.84 | 0.84
KEIZITHON TV WY, [8.4, 9.3.25H -

16-§%i a;;ﬂ; ) s ] f:jm v iﬁgQD‘ 400+ 100 BID, 14H | 12 | 0.59 | 0.58 | 0.42
HIVEGSE DM (n=12) &L & LY BREEHRRRE (0 600BID 10H
EF e - ) b FEL400mg - 100mg BID) THSM7zmE S A ¥ IFEN gg%ﬁfiﬁ 400100 BID, 150 | 13 | 0.71 | 0.91 | 3.47
ENOFEPBE ST X — 5 O, HEIR20~ 243 TAUC W
120=61.3ug * hr/mL. Cmax=7.4ug/mL. Cin=5.2ug/mL. i rhaFy = | 20040 400 - 100 BID, 16H | 12 | 1.13 | 3.04 | N/A
308 TAUCo-120=64.1ug - hr/mL. Cmax=7.5ug/mL. Cizn=4 100BID, IZH?\‘T
ug/mL. HFEESIEISCAUCom = 984g - hr/mL. Cou=9.6ug/ gomn\ 8H (400100 BID, 120 | 18 | 0.54 | 0.5 | 0.4
mL. Ciz=7.2ug/mLT&d 572", [9.5.1%H] FEN)FY 200BID. SHH

16.7 EMHEEER 100BID, 8HHt|400-100 BID, 9H | 15 | 1.03 | 0.91 | 0.79

16.7.1 i vitroBAER <ty z%OBID 400 - 100 BID 11| 197 | 3.9 | 9.4
AAlE, £&LTCYPSAICL DR SN b, AFNCEHENSY b X;F‘/ Sl 0100 B0 o8 T o Tom Txx




T N . B EE DS B A L LPV/r NFV
ZIIES Wﬁi(ﬁ 0)))?1; DE;;L@E@WE ;) '\)%k n | ORAIGEH/JEGRHIE) (SRS +d4T+3TC +d4T+3TC
e s Cawe | AUC | Can n=326 n=327
. ., |1000BID, 10 LARY &1 75% 62%
AVTAFEN | o 010 5D, 2H | 13 0.93 | 1.07 | 1.86 4 A 0% om0
VSfa 1250BID. 14 ' 236 | 346 | 749 (T A IWAYINT U F) (7%) (15%)
] H H ) ' ’ (VL<400copies/mLIZ #PH A fE) (2%) (9%)
e 200QD. 14H : ] 5, T 2% 1%
AETEY 20BID. 6f] | %0100 BID. 200 | o | 1.05 | 1.08 | 115 HERRC LD o o
J Vs v Fuy|1QD, 211 400100 BID, 14H | 12 | 0.84 | 0.83 | 0.68 ZOMOIHIC X 5 k2 10% 8%
TINAEF Y |20QD. 4H 400100 BID, 14H | 12 | 1.26 | 1.33 | N/A 1. MHHIV RNA (VL) <400copies/mL
V77 TFY 2.12 | 3.03 | 4.9 2. GBEAEE. BiE. 2T IA TV ARKR, T0 b a— VERE
2)5_0;%7:%)1/ })?%?I;} IOE 23.6 475 94.9 itﬁﬁ%$§iliLPV/r ﬁ (3261%) VCTWlSOWJ (55.2%>\ %‘[‘)
VT TFY o % : : : e ) N
775 laaD. 1on |90 100 BID 10H | 12 80% (24.5%). WHHH %5861 (17.8%). HEIAES0BI (15.3%) %
25-OB 7 v |l 3.46 | 5.73 | 9.53 ThHo7z
V77 TF 17.1.2 &5 1/ 1 HHEBR
777V¥NV  |750TID, 10H |400-100 BID, 20H | 12 | 0.47 | 0.46 | 0.48 ARERT20 (7 7R VH])  HIVEEGE B H 10061 2 x4 & LT, o
S0B1D. 108 EFEN ) FFEL (LPV/r) O&FEE (45 TH# : 200mg -
Ues 35 400100 BID, 15H | 14 | 6.34 | 9.62 | 16.74 “T TN \
1200TID. 5H : : : : 100mg BID* % 0*400mg - 100mg BID. %5 I #f : 400mg - 100mg
Frgp il BID /& U%400mg - 200mg BID*) (ZE ) A1}, 3 7Y~ (150mg
an BID) &#=L7Y > (40mg BID) % 0§ 2% ik~ He
1200TID. 55 |00 100 BID. 200 | 10 | 6.4 | 9.91 | 16.54 MR BR 2 il L 720 48~T225RM L 72 i T, BEIITRT
gk LPV/r 400mg - 100mg BID®# — 7 > 5~V RBRI AT L

FFICHT D D2 WD F TR (2B 5 A 7 OV FDOE R O 3R

Thhb

1. JHEMIEIZ T > Twiawy

2. FRARIE oA

* PATEICEAME h:u¥FEn - ) ML+ B EES6, PR
i B 5-451)

N/A:F=%7%L

16.7.3 fLDHEHIVEE OHH
A#H| (400mg * 100mg BID) ¢ =7 7EL Yy, R ESE .
TYTLFEI, RAT U TFLFEN, 2714 FELEDHH
WOWTRBFFEOMBIZBWTCIZIHRERGHOLEIZZD ST
Wiy JEAT—%7), [10.288]
FINT T TEN  BRMICEEO S ZMEMERIERED N TV
W (AEAT—%),

17. BRERELIR

171 BHHERVURLMICEET 2R

17.1.1 B E MAEHER
RER863 (1 7V FH])  PLHIVIE G HER AR O K AHIV G
EBRESIME NG E LT, ¥+ - ) YL (LPV/
r) 400mg * 100mg BID, ¥ =V 7Y ¥ (d4T) RS I 7TV
(3TC) OfEMEE b LIEANVT7 4 FEN (NFV) 750mgTID,
P VT IV ROT I TV OIS ICE )T, £
ftie — AR A T L 7. BRI O FCD4Y v ER B
259 cells/mm® (2~949 cells/mm?®) T, F¥MAHIV RNAR
1Z4.9 logio copies/mL (2.6~6.8 logi copies/mL) T® - 72,
HEASHE DI HHIV RNAEA400 copies/mLA M TH - 72 HHD
W#IE, LPV/r#E75%. NFVEG62%TdH - 72,
IHHIV RNA=A5B0 copies/mLA G CTdh - 72 BH O LFRIZLPV/
r#67%. NFVHES2% T -72. CDAY ¥ 238k, BlgkREIC <,
LPV/r#C207 cells/mm?®, NFVHTI195 cells/mm*¥hiL 7z,
4838 F TOWHRPEUS OFEBITKIK D@ Y o

100

®
o
1

9
4o
F 60
S
|
40
AY
%
§ 20 —O—LPV/rE¥ (n=326)
—a—NFVE# (n=327)
o® T T T T T 1
0 8 16 24 32 40 48

#®E5ER GB)
481 T TOW/RFSUS OWER & kB ROIE ) o

770 RERBIIEHE OICDAY) v 3Bk $512338 cells/mm3 (3~918
cells/mm?®). FIIFHIV RNA®134.9 log copies/mL (3.3
~6.3 logwo copies/mL) T®H - 72,

360:EE %, MAHIV RNA®25400 (50) copies/mL A Cd
S 72 BER, 61% (59%) THYH. CDAY ¥ 738k EUE501 cells/
mm®BIN L7z 3608 M oF G-, 39 WEL, 2095 B
1560 (15%) 13 FHERLICE Z2H0E, 16 (1%) 3 TITL 50
IETH o720 LPV/r 400mg - 100mg BID# 561 (5161) 1281F
HERAERGIE, THI206 (56.9%). FEAE276] (52.9%) .
UHE. REBRESNA2160 (41.2%). TdH o729,

MARA D KRR I K & 13400mg - 100mgZ 1 H2[$%5- 1z 800mg -
200mgZx 1H1M#5-TH %,

17.1.3 @5 1/ T HEEER

RER765 (1 7EVH]) cHIVZu T 7 —EBHEEL 1#H L
WD B 0SIER 7 Lok ¥ FRBEEGREFE A ESE (NNRTD {6
AR OHIVIEIEEHTOHE L L LT, vEFEL - ) b
F e (LPV/r) O%H&EH (400mg - 100mg BID. 400mg -
200mg BID*) 1ZE D}y, A €T (200mg BID) &2#/|0
X7 Lk v FRSEEGEREMER (NRTD %0H T 22k
HEPEAERE i L7z SBRBAAGIF IS B 1T 5 FICD4Y 3Bk EK
13372 cells/mm?® (72~807 cells/mm?®). ¥4I HIV RNAR
134.0 logi copies/mL (2.9~5.8 logi copies/mL) T& - 72
144538, MAHHIV RNA® 2400 (50) copies/mLAiMTdH - 72
BEIZ, 54% (50%) TH Y. CD4Y ¥ 3BkEuI w3 c212
cells/mm3¥ M L 72. 1448 oF 5. 2761 (39%) 3L
L. 209 b, 9 (13%) IFAEEFLRICL 2 H1E. 260 (3%)
FHCIC L 2HIEFITH - 72,
T4 9E3H513400/100mg BIDH (3661) < #2161 (58.3%)
L1401 (38.9%) . WEBKIEIN13B (36.1%). ¥, MEH:4451241
(33.3%) FTHo7
AH O K EE I K #13400mg - 100mg % 1 H 2 $% 45 X 1% 800mg -
200mgZx 1H1M#5-TH %,

17.1.4 @555 MARBR

RERT30 (BEAI) : PLHIVIEIC X 2 R W R B E 6640 % k5
LTI BALE — 7 Y TNV A ER L 72, n ¥ FE
Voo ) b (LPV/r) $5# 228 (800mg - 200mg QD
B £ 400mg - 100mg BID#) (24717, 5/ A ¥V (TDF)
300mgQD, =& b)) Z ¥ ¥ (FTC) 200mgQD% B L 720
BAIGIRE O CD4Y) ¥ 235k %13216 cells/mm?® (20~775 cells/
mm?®). FIHIMHPHIV-1 RNA®1325.0 logwo copies/mL (1.7~
7.0 logiwo copies/mL) TdHh -7

488 F TOWHRFIEONIRE LB HIZ KR OM Y o



LPV/r QD LPV/r BID

(P S +TDF+FTC +TDF+FTC
(n=333) (n=331)
LARY §—! 78% 77%
PEPI S 10% 8%
(A IWAYINT U F) (5%) (5%)
(VL<50copies/mLIZ#fIAHE) (5%) (3%)
e 1% 1% A i
AERLI X Bk 4% 3%
T OMDOBEIZ & % k2 8% 11%

1.
2.

IMHHIV-1 RNA (VL) <50copies/mL

BEEAHE, Bk, 3Y 747 VALK, 70 b a—ViEiE

48 T-ICD4Y) ¥ 78 ER B QDHET186 cells/mm?®. BID#ET
198 cells/mm’ #1172,

EARAEFLIE800/200mg QDA (33361) T TFHI21061
(63.1%). L1056 (31.5%). SHIHEHZE58MH] (17.4%). Wi:46
B (13.8%). #7456 (13.5%). G446 (13.2%) 5 TH -
725 400/100mg BID#: (331%1) T TFH198%1 (59.8%). HL:86
B (26.0%). FMHEEZE6160 (18.4%). WEI:46%1 (13.9%). 57
3781 (11.2%) BZHKk36%51 (10.9%) 5 THh -7z,

17.1.5 @558 MAREER

ABR802 (BEAI) @ PUHIVIEIC X 2 {BWRERD D 1) . BRAT O i
TIA VAP ENTWB5996 0 BE 235 & L - #EAIL
F =TI RVHERBEERL, SV - Y FFEL
(LPV/r) $5-#%2% (800/200mg QDHf & 400/100mg BID#)
W, Al EA2MFORX 7 Lt Y K/X 2 LT FRiliiEE
R IESE (NRTIs) 2B L7z BIREEOFEECDAY v 35k
13254 cells/mm?® (4~952cells/mm?). FIMHPHIV-1 RNAHE
1Z4.3 logio copies/mL (1.7~6.6 logi copies/mL) T® > 72,

4838 TOW/RMBBIBOWERE IEFHNIZ R D@D .

LPV/r QD LPV/r BID
A +NRTIs +NRTIs
(n=300) (n=299)

LARY & !

57% 54%

T A NV A IIE

22% 24%

LUy 7AW RSB T — 5 HAEE L IEB O NER

HEFLIIECIS L B IE?

5% 7%

T OMDOBEIZ X 2 k!

13% 12%

kBT 7 — 8 K%

3% 3%

1.
2.

3.

4.

MAFHIV-1 RNA (VL) <50copies/mL

FHRA 5012 X D 4838 F T2 IR UE48MIEIZ i HIV-1 RNA (VL)
=50copies/mL

48 F TICHHERZ LT THILL, YA VAR T— 5 DHFELEL
TWwHo

[F R, BEARE, 2 754 T Y AAR, 0 b a— Vi
T FEHRI1E800/200mg QDHE (300%1) T FHi150%1 (50.0%)
9% (16.3%) . WaH3761 (12.3%) %FTH -7z, 400/100mg
BIDHE (299%) TFHILI6H (38.8%). MEL67H (22.4%), W
H:38%1 (12.7%) %TdH -7z,

17.1.6 &5 1/ 1 HERPREER

ABR940 (A © A6 2 H LA 125 DU OHIVIEGhE/NE100
Bl PTHIVILZFE AR A 4461, RBAD66]. (JLIZNNRTIO
iR L) %, a¥F ¥ - Y bFENV (LPV/r) 230mg/
m? -+ 57.5mg/m? BID & U8300mg/m? + 75mg/m? BIDD2HEIZ b
G R RERIEE CREBIEEY VT eI TV R
PEH L., BB AE I IMA2HETORX S LAY FRif
G RERHER) &G T 2SRk A — 7 > 7 vk
ATHER HCBGERER % 0 L 720 aBRBARING IC B 1T 5 F3CD4Y) v o8
ERE13838 cells/mm* T IMAHIV RNAHE 4.7 loglo copies/
mLTd > 72,

483l %, ARFEERTET80%, MBI TT1% D B TP HIV RNA
#5400 copies/mLAIIZIKA L7zo CD4Y ¥ 7 SEREU AR B
BT L T404 cells/mm®, #EEREET284 cells/mmBih L 72,

ASHDOPe 5N h 2B AL TE Lize S ORBRKERICE Y, 62 H
PLE1I2IEDL T O/RNB TR, ATV ZBH L 2WEAI1ILPV/
r 230mg/m? + 57.5mg/m? BID, % ¥ Y &HMT L5412
LPV/r 300mg/m? + 57.5mg/m? BIDA Y A BT 5LPV/r400 -
100mg BID®#45 (R €S E Y E2HML2WEA) ICHNT 2
oY FENVINHRELZRONS L F 2 bhiz,

TRV 2100610 5 5. IHBHJ466] (46.0%) . 4384
(38.0%) . IZMgIE 3261 (32.0%). Wik, HH %2761 (27.0%)
%VC‘\%O 7‘:7)0

17.3 Z0ft
17.3.1 LERICKHT 5%

R EE R A 39812 A #1400mg - 100mg BID J% U8800mg - 200mg
BID*%3H M (4ln) $5 L7z2L & DQTcFRMEZEL DR K-
fii (JeU895% U HHISME) (X2 2n3.6 (6.3) mseck
'13.1 (15.8) msecTH o720 QTcFHEAR—ZAF L4 95
60msecll 12 L L 72 %500msec & 8 2 72 BliE e 2o 720 F72. 3
HHIZBWTEEOPRBRILEN RO S, KPRIEEIE
286msecTdH >7z FHEAT—%). [9.1.2, 10.2&H]

KRR DR H K #13400mg - 100mg% 1 H 2 #5- X 1x 800mg -
200mg% 1 H11l$5-TdH %o

18. EERhEIE
18.1 fEA#F

AHNITEFELEY) FFELVOREHITH S, T FEIVIZHIV
Ty 7 —EOiEtEHEL, HIVZ a7 7 —¥I2 X bgag-pol R
VERAEOMAEEIET 52 & T M E ORI L ZHIVD
HEAEZIHIT 5. U M FEME, CYP3AIZ X 2B EF YL ONH
FEAMICHEL, s¥FELVOMpEED EAEZ L7257,
AFIOHLT A4V ATHEEZ, BEFENICEBRBDTH S,
ARANIHIV 7 077 — B3 2 BIWHAEZ G L, e b7 A
IVTF A4y 2 TaTF T =B LTIIFE A EHEEH 2R E v,

18.2 ;i A IV A{EH

HIVEEHERRIC X 2 et B 0 1) > 7S SEERMIL IR K OV A 23l vk
WY U2 oRRIM ) > S ERHILIC BT 2 0 EF E VDB y A L X
TER ARG L7z & MIEIEAFAE T Tt SHEOHIV-1 BEHERR
W23 51 ¥ ¥V OFECHIZ10~27nM  (0.006~0.017ug/
mL) TH Y, 6HEOHIV-1 HRSERICHT 20 FE LD
SEIYECs0134~11nM (0.003~0.007ug/mL) T 5720 50%k b
MBAEAE T TIZHIV-1 2RI 2 T ¥ ELOFEECxIE
65~289nM (0.04~0.18ug/mL) TH VY. 7T~11EDOR LT A
H N7 (n vitro) o

18.3 ZEH(4

0¥ F EICHHT BT LAHIV- 1252 5L, o
Y UIVEML B2 WIEERE G RO mMp@RETcoa S e L
) N FENDOELETICHIV-1Din vitrofkAARE3E 217 o 720 ML
FRCTHMES N RoFBM L B ETRERF LZZEZ A, U b
FENOFAEZ T EF C VRO MBI A RIT S hnwI E
DIREE NIz (n vitro)o

18.3.1 =M

HIVZ a7 7 —EHESE (P BTHI% S NS ENEEZHT
Holze RRDBHRIZE 5T EF NI 2 ERZIEDMET L
727 ANV ADR NI T2 HHIZIZE A LR ON TV R,
0¥ USRS B RBM OB & R - PUEHED H 54
BiH S5 N2 AR G50 ML, 4 v YFE
Wy RNV T 4 FENITHT 2R EARERE ST 7zd, ARH
BRI 2 AR Lz U Y FLAETRTOY A VX
Z7 7L FEMIRT B IR E TR L T, Bin
EZ D TARD bR o (BEF YL DORAING
LWL, 77T VFENVTIERAS.5M) 0 74 VADY N~
F2 R L BRE D) . Y% F OO 7 WS
HSR D281 F F VISR 5 M & HERR L T iz,

18.3.2 OEFEN - UM FENZETHAEEEZMRAL HL b

OV AEERRBEICE T2V M IV RERARED & EEFR
& DEEE

HIVZ a7 7—¥I127 3/ ##E# (L1I0F/I/R/V, K20M/N/R,
L241, L33F. M36I. 147V. G48V. I54L/T/V. V82A/C/EF/S/
T, 184V) 2B LT 2 EARH D7 4 NV AL USR8 %
BAZT 2 EDDh o> T b BHEORFEHERRE BT L2HIVS
a7 7 —YHERE (PD AR EHREIBTLT 4 VR
FRIFE & DBARIZL T O Y THh - 770



7 AV Z A RUE (HIV RNA <400copies/mL)
VRO HNTHE (A8HIRE)

ARERT65
(R O PLiG%
FEBRES, NNRTI
FKREERHE) n=56

RBR9571
(BHOPIRHRE
Bi#'. NNRTLER

FEBRF) n=50

PIIE22 58 44!
(GRERTH G

A 5888
(1 DO PIiGH
#BRE?, NNRTI
FAEERF) n=130

0~2 76/103 (74%) 34/45 (76%) 19/20 (95%)
3~5 13/26 (50%) 8/11 (73%) 18/26 (69%)
6L I 0/1 (0%) N/A 1/4 (25%)

HERS021Z BT BIHTEZ R L & 4 0V A0 S O BIARIZ R Ol
Do MHEZEREAZY EOYEDORALHLERS O 57— 51347k
W, [7.12M]

ANV AFERROL (HIV RNA <50copies/mL)
SR LTz EIA (48:HKE)
THHRE RS B S
LPV/r QD+NRTIs n=268 |[LPV/r BID+NRTIs n=264

PIiE22 5444
(GBRBLEI)

0~2 167/255 (65%) 154/250 (62%)
3~5 4/13 (31%) 8/14 (57%)
6L I N/A N/A

Q1w

RGN TR L7z 841213, L10F/I/R/V. K20M/N/R. L241, L33F,
M36I. 147V, G48V. I54L/T/V. V82A/C/F/S/T. I84VHerEh 5
IDV43%. NFV42%. RTV10%. SQV15%

IDV41%. NFV38%. RTV4%. SQV16%

IDV86%. NFV54%. RTV80%. SQV70%

NNRTIH G- R 55 88%. PIFL G- R #47% (NFV24%. IDV19%.
ATV13%)

NNRTIH G- R 5 #81%, PIEEG-#E#H45% (NFV20%. IDV17%.
ATV13%)

18.3.3 HIVOF7—tMHEEZE (PI) BEERBIICHT IRV 1L

Z{EH

T F NI T Bin vitrolE AT ORFIKN B %2 RE 5
%729, BHOPUI L 2EHFEICL 22 0b 5 FMHHIV RNAR
251,000 copies/mL% 2 72 BHAS6% K LAAI Z 5L, v
ANV ADBARF B & T GFAl L7z BAAG IR 5B L 72564k
K5 T EF BV DECE, BERRIZH § 2 EC000.5~964%
Tdholze 4BBMIZHIZYERA, =77 LYY RUX7 LA
¥ FRMIR TR ERE 2 &G L2tk MPHIV RNARA3400
copies/mLELF & 7% - 72 BF X, PR O ¥ COVIKZMEAT106%
PUF . 10f58~4015 K, K 04085 UL L o BEBECTE 2 193%
(25/27). 73% (11/15). 25% (2/8) TH-o7zo 72 ThHH
IR T ¥ F EOVigz B g It O HIV RNA®R D50 copies/
mLULF & o 72 iE. EnFN81% (22/27). 60% (9/15).
25% (2/8) THo7z0

18.3.4 AFRSh DT 1 )L 2 DER

27T OHL t a7 £ v AFEREESE L OHIV 7 a7 7 — €
EIR(PI) BERAIB % xF50C L7245 TAHIERREER Tk, 12~100
W72 RENZ R L 7212127 4 Vv AEAE 65 (>400
copies/mL) Tdh o 72 BHD D HLABIO 5 HEkI. BRERBHIRIRG O
SHERRICIER, BEFE VI T B ERZESE LK TLTY
720 RERBHIAREIC B 5 S5 BEARIT R CTO5HRRICIE, PI
i B S 2 AR A A% { & DAWFTRRD SN, 720 A
WA NG v FHBETIE, £TOHEKCEREAHMLTEY,
PIF B 2 ZER L EEN T, LA L, BIEETIET—
PTG 7 ORFK G BEIIBITLER Y — v Pa¥FE
WZEBLO0E ) PIRFAETE Thiv, [7.128H]

19. B SICE Y 2EEFHHR
— % : B €+ ¥ (Lopinavir) [JAN]
L4 (-) - (25) -N- {(15,39,45) -1-benzyl-4- [2-

(2,6-dimethylphenoxy) acetylamino] -3-hydroxy-5-
phenylpentyl] -3-methyl-2- (2-oxotetrahydropyrimidin-1-yl)
butyramide

353X 0 CarHasN4Os

—f#el % 0 ) b F YL (Ritonavir) [JAN]

b4 @ (+) -5-thiazolylmethyl [(aS) -a- [(1S,35)
-1-hydroxy-3- [(2S) -2- [3- [(2-isopropyl-4-thiazolyl)
methyl] -3-methylureido] -3-methylbutyramido]
-4-phenylbutyl] phenethyl] carbamate

73 - CarHusNeOsSz

ofa 720,94

R AR~ REEEOBR KT, ZH5hVEELI b H b,

Mg

HsC
CH;

20. BV EDEE
A B OVEERIR IR B TR 5 2 & (BRI BV oM
DEADBDOENLBENED5),

22. A%k
1208 DI, /371
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