701031/R15

Hk 20224F9 H T (56 3 Ji0)

2. B2 (ROBEICII/ELLEWNI L)

2.1 KHN ORI LB BoE ORI O B 5 B

2.2 KOEH PG TORE  ¥EYF, VT I VAR
W mARA T4y AV TOELVT VFEY Y, Y Fox
VITHIVAVIVEE, TVITAN) LA VB, XA FL
INTAN) LA VB, I5VTA NUT T A NV
IV R U, NV F 7 4 VIR AR, v T
ANV VB (LNFH), #5574V (TRYVA), 7
aFrk)y, TELVZTVEY, TELZIEY - FIVAHI
FY ARFYIN, UN—aFH Ny, OIFE RN VIVE
B, XA N7 57 2 (EREUTHEREO B > oS A 1w
URY Y33k Vol & &) o HEWED., Kyary
=, VT LENKIY [10.151]]

2.3 ERERE LIRS R ED H 2 BE T, TV F v EEG ]
OfFE [9.2.1, 9.3.1. 10.2&1E]

3. M - MR
3.1 %5

R K 2 |15Eh B ¥+ ¥ 200mg - Y b F EV50mg

aARYVERY, BFII9)VBYNES v BHEKT A B,
TIVEEATFTYIVF M)A, e 7T iu—X, B{LFs .,
~7uIT—L400, e FoFs 7ol o—A, L7,
~ 270 a—)V3350, W= bEk. RV ILR— 180

oo Al

3.2 RAEDOMIK

- K | WEO T4 VAT —F 4 T
] T AT
T -, —
K % ox Ef#F (mm) | #ff (mm) | EE (mm) B (g)
#19 10 8 #91.24
I —F KA

4. FHEEXIIFHR

HIVEEZEE

6. BERVAE

. KAKIETEFEL -y PFERLELTIH400mg -
100mg (2%8) Z1H2M, Xix1H800mg - 200mg (48¢) % 1H1
59 5,

B, HKEAOkg Eo/NRIZIEBEFEL - ) P FELE LTI
[M1400mg - 100mg (2§8) Z1H2M#EG5TE %,

KANZ, BFEOFEIADDLTHG TE S,

7. RARUVREICEEY 338
7.1 LH 1A S-SR PERA % 9206 L 72 BT 1 6 OV sk ol

PEBEFARDTORAICNS 2 & (AR EASU LoYGo
WMALH LG 77— % 234 %) [18.3.2, 18.3.4Z ]

7.2 KFNEOPIC L Y o ¥F ELVOMFRESKRT 52 B2ho

HHIH (ANWNIEE Y, T2 I NVEY—L, 7= M
V. AESEY, 7 7KLYV, ANVT 4 FENVE) LT
LA, 1TH2M -2 356 2 & [10.28/]

8. ERLEANIR

*8.1 AF O L CE. ENHNDOT A ¥4 Y EDRBTOEHR

EHF|T, BEIIZNITRD 28 2 HI2,
ICHYILEE L A2t IS5 L,

ROFIHIZONWT

8.

*8.

*8.

8.

A2 AAORNBG X B 5%

% 2021466 T (45 2 D) F A i 4 T
gggﬁ;’?ﬁﬁf 1V R eEEEE] 87625
=1 o - -
AOE>EIL - U M FEIVEESE KT | 22100AMX00433000
- - A\ W5 e 2006491
WS EKS® 7 =
® u »
Kaletra Combination Tablets
) - ERSEORTEIC L ) BIIT 2k Bk

1.1 RANIHIVIEGRSE ORARERETIE 2V 25, HFIR
JEGe % B O HIVIEGWIE O AL P 5 B & F80E LiwlT % 1 gtk 2s
BB DT, KEPG-HUGEO HFERRROZELIZ OV TR, TXT
HAMEICHETE I L,

FZOWTIE, BEEO L ZART
HHZE,

1.3 PLHIVHEEEC X 28509 7% 7 4 v ZPHENE. PRI X 2
fE~OHIVIER DLW 2 KT 885 2 LAVRENT W5 A,
ZOfEMEEEEIHRT 5 LIETE RN &,

1.4 BTHIVIEEDS, MESEIC X 2t~ o HIV &GO fafk 2 %
TEELNE)PIFHRHI N T RN &,

A5 RFEG-BdA . HBEOIRZ LISNRZZERLAD . i)k

MHEHIELZZ) LanZ &,

.6 AANIBRNFEH EMENMEN RIS DD H 720D, K

DFRTOFEMZHLEIHET L2 Lo T, AHITHBETIC
WM oFERZ WS 206, FANHYEICHHKT 2 2 &,

[10.. 16.7.1, 16.7.2&H]

2 HIVZ 177 — B EFEEI THR D O BE B\ TR O TSR
AL, b LEEIRILE (IVATFE=V, M) ZYRY FoLA)
HHESNTWHDT, BN RRAEEZ{T) 2 &o [11.1.15H]

B AKOMHBITELN MY 7Y ) FEREED BESHE

NTwb, IMiF) s—¥, 737 -+,
WA %24T) 2 &, [11.1.22H]

MY 7Y ) FEEOEH]

A BT o R I8 2 WD 38 B 7 R R B A 5 O WE & 4T

W, B A7) 2 & [9.3.20 16.6. 15 1]

5 KH %2 HCHHIVEDO S AN 2 47 o 7283 T SR

SIEBERED G ST WD, HG-Mhith, RERESMBL, %
VD AT S FTHIEEEHAULEG: (X427 T Y7 AT ET A
IVTVLy I A, A MAFTEIANVA, Z2a—FYAFRAEIILS
D) FTARIERSH BT A2 LD, Tz wEkiE
ORI EHCRERR (FUIRBRBESE T IE, £k, ¥
T NU—EERE, T N BERSE) ARBT L LoWmELH LD
Ty TRSOIERZFTI L, LERRIILEY REREZEETHI L,

9. HENEREFAITHBEICHT IR

9.
9.

9.

9.
9.

9.

9.
9.

1 G6HE - BEEZEDH 52 8%

1.1 MARRVELVWHENEREET 385

HIVZ 1 7 7 — ¥ RHESR I THRE R DM O BH 2B\ TR
Yo MBI EHE 2 13 U & 3 5 ML o mAaHs ShTtw
%o [11.1.32H]

1.2 KENOERBROCOMGERE (FEJ7OV /%) DH3EEF
ARHNZEESE D MESE PRI B O LR 25520 5T b, [10.2,
17.3.12 ]

1.3 BRUFF%. CRIFFREZGHL TV 2 8E

Wk RE E 2 B X2 BZ 2D 5,

2 BREREEEE

2.1 BREEEOHSIEBRET, JLEFa2R5Hh0EE

B LW E, aVeF rOIMPRER AT BENMH
5, [2.3, 10.281]

3 e EaE

3.1 FEEEEDH 5 BE T, JNVEF L ER/5hDEE
BHLawZE, alveFrolfiEEr LissB2ndb
%o [2.3. 10.22M1]



9.3.2 FF¥BEEEDH 2 8% (QIVEF L a2/5hDBEER])
SE RN IR R AL AR S M AR 2 R 2 ATV, HEICR ST
52 Eo AANTEIHFIR THH SN D720, I EE D S
LBENDD D, Fiow NIV ATIF—EDOLAEEPLTHLE
HTIINHERER E 2 MBS 2 BE N D 5. [8.4, 16.6.15M]

.5 1145

S T SOIIEIR LT B W REVED & 5 KM iE, il oAt

PeAsfabutk % B2 L MR SN2 Ao EE T2 L, B
EE (Fv b)) TIE, BEFELEY FFEL (2:1) ZEKI
HTHRG L. MERERHRETIREL ) 2E X ) LRIl
FECHNE S 72 RN EBIIRD b o 72,
REY (5 PR HF) 1curel - ) b FELEHRS
L7zilBrcid, 5 ICBE L2 RE 2RO e h ol T
MZBT L ME TR BEWICEE S 5 b s HE (100mg/
kg/H - 50mg/kg/H) IZBWT, FEHEE (WIUE. BEAL
HOMT, WEAEOET, BHRERKOEILIRILEDOFBI= L
) DD SNTz. HEMT v McBwTidssddEtt (A%21H
HF CORBAMLSRIT) 205Nz, 7HFITBIFHHET
3. BEICEHES D S b s iR (80mg/kg/H - 40mg/kg/
H) i28WT, BAE#GEERO L7z, [16.6.28]]

9.5.2 KEIDHHSH A K54 » (20144F5H hi) 1. #EHicsxt LTl
HIM#E5 23 XETHRVWE LTV,

9.6 XILIF

RAEMTSEL I &0 REBRHEHL 5 — (CDC) &, HIV
RffZ 8T 5720, HIVEEORBBUI A Z T 2 X B LT
VWho BEFENMBATCRITT 4 2 e shTwad (T
Fo & FANOAAOBITIEIAMNTH 2,

9.7 MNRE

9.7.1 12/ KM OHIVIEIE/NE 2 0 R & U7z B RER I g0 L <
WV, AEFLOFRERRICBWTIIRA L OEIZED LN

TV,

9.7.2 RH40kg A O/NRIIIAF OWHI 2 T2 2 Lo

9.8 SEimE

AFIRERE O R OVEOE, PRRZEHISICIEE T2 2 Lo HilE
BT 2 EWHEIZOWTIE T RBEP RS Tw Ry,

10. #BE1EH

ARHENEHFF b 7 82— 24P450 (CYP) OT7 A VHFA LA THS
CYP3A & o #FMMED R (n vitro) s FIZCYPSATILH E LS
WHIZARAEGNT A LX), PSR ORE 2 BAm0I
FLE L. A OMmMAbEES R S€2E0Hb, — T
CYP3A% 83 234 % ARHN & BT 2 & ARF O I E A
BFT2IENDHb, T2, CYPIAZMEET 2HH| L DT
AHNOMABEEN LHTHZ DD 5,
D 3EH & DM EAET X, Wik TRTOMAEDEITDWTH
FENTVEDITTRZVOT, BB L TIIHRICEELT
HFIHEGTHI L, [8.1.6. 16.4. 16.7.1, 16.7.2% ]
10.1 BERZER BFRALABWVI L)

ESEE FEAEAR - F5 i B - bR T
EEYF RERD &) HEEL T AFOF 70— 24
=5 7] I fEbRE FAE5 &9 % [P450IC K 3 2 A

[2.2211]

FLERITBLNWNDH D,

IV TF I VAR
Wi MKkAT AV A
v7a¥nvry rFE¥y v

[Z7V)73V]

DA< N = ) e i
A VOV
INVITRX M) LA
>R

[Tvax bty V]
AFINVITINVITRA N~
< LA Vi

[PAY.Z 2

[2.221]

AR 2 & O I % 3
Al fab e RIET L9 %
LRI TBLINYD 5,

NEAVA PN
[FVIAa, 357
L]

M)T VT A
vyt V]

[2.2201]

I JEE O SR WP A 2
ZTBEINDD Do

FHEMERIC X D DF
MLhaihbo
FEHA o M Hp i B AT R
TEIC EF3 2 2 &
Tl

ESiES S BRAER - $5E 5 e - fakE T

NV FF 7 4 VIR BRI RIE 7 EOEE LR 3L KA OF by o — 4
JKFI S fEbiz BT &9 23| P450IC A 3 2 i A il

[LEFT] RERITBINSD S, [HEEHICE D, B
SIVFFT AN Y MLHBaIhbso
[iia FH o I LAY K

[LNFF] HICEATD L
55574V Tl ENh 5,

(7 F¥ ]

[2.22]
Ta+t ey v NEE S oY - A

[or+t] W&y, HmEE R EEMIC
FTEL=ZVE ¥ fabize ®iZ3 &9 L e

[(Avzay 7] BITBENED 5,

TENZIEY - FIL R
vy ARFVIN
[V ZEASE]
Yox—na FHIN v
(4 7L ]
T3 %R VIVERE
[Yx 27 A7 v F]
U AN o
[9v—7%]
[2.221]

RANT T A

CRFE USR8 1k
Y ysERIE (Y v

INERVEY Vsl E G )

O i EEHT )
(RNEZ LI AF]
[2.220]

RA M7 T 7 ADOFEIRE LI
LSRR IVPAL CAEN 1}
W UMY 2SR 2N
Eate) oA
MO L 723a B
HE RO SE B IR S
bLBENVDH 5L,

ARANDBCYP3AIZ L %
XA b7 57 201
WA I HE
5729,

Ry arv—u
[747 x> F]

J b FELEDBHITERY
a5 — L DI E A

YEFFELDOF b
0 — A P4500 FHAE

[2.2zH] TLZZEOWMEND S, HizksrdbnEz
b Twb,
FIITFLENVKNY |75V 7L EVOIhEE g EILDOATPIB
[79Y5] W EH L DOMEDD %, EMEHIC L2 DL
[2.22H] ZZHNTwh,

10.2 GfAEE (BHAICEETSH L)

ESiES S BRAER - $5E 5 B - a7
YIVFF T 4T | IR SEHOMAEEA L ARFADCYP3AICE S
ity FU. RIME, e, AL | S SR OH % 5t

Nt 7r75] [ s RS D 2 S | SIS IHET 5720,
Y ¥5T7 4N KR OREWEM 5B 55
[YTVR VT 4TI ENHDH S,

SUNRYF NS IR O AL EEAS 1
T MWINAEY F AV AL, TS EFOREIER

¥ LKHI AHRHLR T R bBETN

[16.7.2%M1]

W bo FEIZT YNR YT
v EDOPIE AR B T
LTk,

A 7aFV—n
ok aF = u*
[16.7.2ZH]

NS IEF DML AS b
AT2BENNHL. &
& (200mg/H%EZ 2 %)
HHEIMTBZ L,

e o) Y rEgk
& H$ % CafifiiAl
(7zavyE¥ry, =7=x
Y, ZANIEY
i )
DRV v 2
HFLAFO—NFTF
AR

yHF=7
—as=7
Cryarhhuad K%k
P95 741
(Y79 2F VI
W, Ev 22T Vi
YR %)

R AL
ajeF v

7 IFTY YT IVEEE
VATLENLF )L
[2.3. 9.2.1. 9.3.1.
16.7.2504]

IS FA O MLHEEE S B
L. IhSIEAORIER
MHRBLR I hbBTh
M bo

VAN e

BHERED D 5 BE T
75 20a<A4 ¥ v Ol
AT EBENDD D,

YIUARY ¥
Z 7 a) A AR
RO AR

Z S K O AL EEAS T
ATLBENDH L. B
WOE=5) V7%
EDEF L,




ek

B

FRRAEIR - 518

BEIP - fabiM T

SR

FRARIEIR - R 185 5

BeIP - fabid v

k7 VN R

NIV R oM
AL, BIERAEBLRT
(b BEND DL, bTV
FroWELZETHIE,

TIVFHhYryTa¥t
VERT ATV
TFEV=F
M)TAYIUuYT kR
F=F

2 IS FH O I S
ATrBENNHDL, T
53EFHI & OFEHIIZ BT,
7y Y v TR BT
B RERDH S5 A5 RS S T
WA OT, PRHNZEFE O
HRMED TN S DFERTEBL
OfEhit: % Ln % &k s
NBHECHRB L,

T =)
AR A=Y /g ] 53

T V¥ Z VOIS
EHL. BfER»EBILR
T BbBENND 5, Hl
PR (R ) (kg
Lt v TR
)T ENEFE Ly,

L TNVF=T
Iy 7 =7

Z B SR o ofi v R S
AL, BEE SRR S
LBENDD L. KA
CYP3ABENEH D 73
HNORBEZET LT L,
R RGO T BB,
INSIEAOWRE L ET
HEEBHIT, BEORES
HEICBEL, AEHO%R%
HIc+H7iEEds2 L,

NA ST T T A

CRFFE S R 018 1%
Y Y8R () v
ISERPEY N A )
DR G, BkE
P I

N4 7Ty ADOFIELIE
B YEDO LY v i
W UNY YoRERTEY Vo3
ole) OMHFEEGHIE
Ak B A i L LT
NA b7 T 7 APH IR
At Laga. XA
77 7 ZAORWEH 38
NDEBENHHLDOT, N
AN T AERRWET DL
Lhis, BEORER MR
WS, RITER 5B
+aEETAI L,

AHHBCYP3AILL B
N SFHNOH 2 5
FHNZES 2720,

YAV Z AN

VRV Z AR NYIICE-1E%
EHL. AR ER S 0
LBENDD D,

F 72, RANO B AT
DT DLBENND D, KAl
2 HCYP3ARLEEH D2
KHNONZEAEEET ST
Lo LRI 28
&, 7250V I ok
PEETHEEDIC, BE
DIRFER FHEEICHLE L, F
ER OFBLR ARHN DR R0
WIS TR T AT L,

ARAFIACYP3AIL L 5
VEAY.Z A BN ]
EHANICHET S
729,

T/, TV F IR
ACYP3A % FET %
729,

IE A

VAT TT N OUL )
FATEBENE DL, K
& OB LERGA
. BEOIRBISES L.
PEIZIB LTI AT 77 b
DWEEHET DI L,

KHIDCYPLAI K Y
CYP3AREIZL D Y
T ITT O T
T YANET T %o

7 I+ v u st
N7 DR KA
N A A VIR

¥ =T R AR
7L h A = FEEERE
Tan7 ) VIEERE

NS FEH O IR EEAS
ATHBLND D 5o L
WEDE=5 ) ¥ 7 &I
ZEDPEE L,

AT A3 3y A 7 1
Fick B I h oA
DACH & BEA IR
EFTDLDEEZD
nTwa,

VIAFL Y

VIX T OIS
AT EHEBENND D, M
WEDE=F ) VT RITH
ZENEFE LW,

TI7T7F=TVA Y
22t

77 7 F =T DM RED
EHL. AR EBILR
T LBBENEDHL, K
FNET 7 7 F =7 L,
77 7 F = TG HRICES
SR

) M FENLVOP-gpll
EEHICE DL
EZHNTwh,

—3—

TOANREYF VAN
7N

O AN Y F ¥ DAL
DBEHL, gAY F v
DEIERDHEHR LR 3L &

ErlLToE¥rn
DOATPIB1H &
HiZkrdbnlEZ

LBENKD L, LENTwWb, U MF
YL ®BCRP L EAE
HbBE5LTwa

REVEDS® % o
FUHTLEL - T ZLATLEVROETL|AAOOATPLB,
LYy AN ¥ F A NVOIMFEEDS I |P-gp XIZBCRPRHE
AT BTN Db, EMZE b0 L%

AHN %o,

tf4avFr¥Fy vy
(St. John's Wort, &
R Va—vX-g

— ) EH

AH OB HIGEE S Poifrp
AT T 2 BENDH
5 DT, KA R A
IF MFY YA
FRRLZ2WEHEET S

tfavtrFy vy
XY FESNIFHE
W (F oo
— LP450) HARHAO
Rz mEL, 207

ZE, T AR LASELT:

wEEZLNTVD,

V7YY AHROMPFEEAMLT L, |2 HFEAIACYPIA
[16.7.250%] BN RI X2 B2 | ZHET 5720,

%o PR 5L
#FDHT L,

HNNTEE ¥ O ¥ F DI A

7z /NVEY =) TIT2BZNNDH 5,

FEFRAY Y

[7.22H]

Jr=hA ¥ TEFENROT == b A |4 EC IF3E 0 1 3

[7.221]

¥ OIAREEDL T § 5 35
ThHH 5D,

FreHHTLz0L
ZZbhTwa,

TINT 7)) TN

T 7 7)Y DU
WBEGALIEND S,
INRDE=Y ) ¥ 7 %479
ZENEF L\,

TS 1 1 2 1 52 0 1
B BN B
AW,

IIUNZA YV TN A L O L EE AS
FHLZZEOHERD S,
IF VI AT V| TNSIERNOIMAPHEEEE DMK AR A 252 S FEH 0
— ) TE2BZNNDH 5, L R & °F
IZANTI VA —NVERZAMNOF VER—ALT BT 720 E2D
FBT ATV LA LT 2 8E1E [ Tw b,
[16.7.251] o> BEAT IV S %
W BN 2L ED D S,
FSEMIFY CNSEAOIMAREE DMK | ARAN A7V 7 a v
INVTafEF M)A | TIABENDEH 5, e e RiET 2720
[16.7.251] LEZLNT VA,
AH R R e A
[16.7.2211]
PRMIFE % 1L R S & 2 385 | PRIEIFE S IE R 5 % B 2 1| R HNE BB o B9
N8IV Wb VEPR [ b o Ik £ AR
T ZFFEVIRERE % DHENTWAD,
[9.1.2, 17.3.12MK]
VTV NS IEA DM A IREZ K| ARKN 7V 2 v v
VRV W2 2 TEELBENDD L. HIWAEFET LD
IR BEIAATH %, [ LEZONTW D,
F ) REN T/ AR E VOIS b B AN

AL, B EEORIE
M bbhR < 2bb
LMD 5D,

rsrus
[16.7.251#]

< I En s oMk
ATEBENDD 5,

VIVE ) ViR

YOV E XY ¥ oI R A
FRLEDOHERD S,

YV v RO
VERTRO SN TV,

AFACYPIAIZ BT
% 215 3EH o
EHAMNICHET

729,

ANV T 4 FEN

ANVT 4 FEN DM

AHISCYP3AIZ BT

[7.2, 16.7.2, 16.7. 3|7’ LATABFNDH b, [HANVT 4 FEVD
] 0 Y EOL O IR EE A | R 2 A iy AT B
TT52BZN0H 5, 27280,
o ¥ b i
KT ORF AW,
AEFE Y T E S EL DI EAME| 25 HEHIAICYP3A
I77¥LYY TI2BZNDDH 5. FHET D20,
[7.2, 16.7.2. 16.7.3
S
IhSE) IhIEY YOMPHRED| Y T ENOIFEY

KT L2 OMED D5,
I E) yOfEREO
PDEEIRD BN T,

AR AR S
Iz HEZH6N
T,

KRAT VT LFEN
[7.2. 16.7.3&H]

7 ¥ T LF DI
PETFTE2BENDH 5.
B F VB3 2 3 2% (A
MENTWR,

TIP3 0 1R AT 32 00
595 % 515 hkE
FA,

SRR E N AR TETE




1. 8ER
ROBWERD D HbNDLZ ENDHLOT, BEE 5TV
AR H N A G Ik 2 7 Ll ) 2 AL &
1.1 EXLGEMER
11.1.1 Sm¥E. BRE (W3 BERH)
FRILRE, HEIRIG M OB IRIE DAL D S b b 2 & p3d %, HIV
T 77— YRHESREITHEFE P O L TR, RO AL
URIMEEDR S bz L OWMEDRDH L. —HOBITIEA ¥ A1) ¥
SOARITHER I OB G- BRI S L e o 720 —HT
BRI T Y F=Y Z2AH5bIlTwb, HIVZU 77—
PIHEHEZ L L 2Fo—5 Tl BB L7z, [8.281]
11.1.2 BER HEEAH)
WA WEi, BRSO BRAEIRR I ) S —¥, 73 5 —8,
V7)) REOMBMETE D O bR E S
o [8.3&M1]
11.1.3 HIMER HEAW)
HIMFR DD & b7z HA IS IS E N T % #5355 % &5EY)
LR ZFTH 2 &, [9.1.15H)
11.1.4 FARRERE. IR (W3 b BHEEARH)
11.1.5 BRIRMERER (HEEARD)
Rk, WL, BFETay 783H5bhb I Ehd b,
11.1.6 FEHRRIBIEFMMA (Toxic Epidermal Necrolysis :
TEN). BREEREREE (Stevens-JohnsonfEREE) . LHAL
B (b BEEA)
11.2 ZOMOEIER

VB

=
i}
P -

']’T()\— o

k

2%k 2% A A

Sk | B WEJJRE. R, IR, . B
g8, FEM, RAE. CRRMEIRAE,
WENE. 82, A4 7T v,
BRI, 7 4V AJEYe, S &Y
WEE. . SRV BOE. thiE

TR SEAE R, DU B R

BRI DTS5
Ai /%A (W
B, PRiER D
R, =
HER D IR IR
2. BHHE)

PREPEIRMLARAE , W5ILIE, OFDT
e, MR TERIR 2, M gE. ImAE
[N 23 /N RV G191 IREEN
MR, O ATSE, M ILIR. AR
DE. RIS AE

HALE | T MRS

P MR

AL R, SRR, H3EsE, 8
Biby TPHCHE. W REE . gt

T7T3IT—YE|BLO, Bk, KL Hk
LN 7 B, HIrER; 9. ROt

MEEIR S, TINSE, BBTETTA,
FUEAR, AR, MBS, B
JE ¢, MR gE. RIEERE. U ¥ —
YRR BEATE, TR,
RSl N Ri-s N =k S TR
PSS FLL i i

FE | BPRAERR AT . IFIEA
N2 -
LS

Wi OSBRI FUIKRAE. ) o/ SHE, B
RS W, ~NE S OE RS

R - R|BILATT|Cs I Y REHE Bk, RREL

it —VEF. BT LT Y K- R,
V7YY KRR, R L, Y B
ER. F Y|, CKER
o LG, F
R A LS

WU B vy Y TR, TR

IR B NN PN

e — . PR, Y. -

W A R R, R, Bk, 5, F%.

% AEKH, SELIKE. W5 o, 9

Bt v, MEED v, YA
FAYT BIEALE BidiE, B
BRUTHE, U BN —RaR e
B, =a—uaNF— K= 2
— 0N - RS, R A

g, IR, BE SR, RR. R
. MATZE, SRR, BT AR IFRIE

P, SEARAMEGEIR, e R4k,

SR, PR

2%\ 1 2% A%l SHEEAN

®E. S BT M. R
WEVER R 2¢. EONE, BEIREE
PR, R, ). R
JENESS BORAG, ZIE. 5.
MR, BEMiEE . MeHgE, BERAK,
WRIIESE . 7 LoV & — PR %
FEFETETMIMAT 98, B IEE

W05 PR AT, RIS gE L I
g, Wik, gt RS R

3 4%

BUEREE . MBE, hE %, RE
SLEL HIG, BERE

SERERE S, BEERBE BRI T, B
KA REE. BR. BAR &
Py, MR, JRELFEE. HfkE
%, JVTF=r )T 5 AMET

13. BERS
13.1 &
FADEEREEHEDR 20, BIC & 2 REFREE,

14, ERALEOZE
141 RHZHFOTE
KA ORI EE 52 B BTN b DT, KA ZWATZY

-

WD ETZOIIMNT L L.

15. ZOMOEE

15.1 BREREAICE S 1B
HIVZ a7 7 —ERESE IOERGRREER L o Hpics
W) IZXDCKEF Fide. Mige, BT BLIE & 5
BL L OHWEDD B

15.2 FEERAREER ICE D { B8R
RHIS AR T, ks GEFHAE m¥ren - ) bhe
JV400/100mgl H2[# 5ok MIBIF 2B EF L olEEREROIZ
VZ26%) 25 L7a<y A THIER OB OBINATED 5T b,

16. EHEIRE
16.1 MrhigE
16.1.1 R{EHRS
(HIVEGTE B E)

oY e -y FFENM400mg - 100mg BID% $%5- L 7-HIVE
BECBI 20TV oE g, ) M FEVRED
15~2015Cdh o720 (HEFENLDEIT A—F 1 AUC=160ug -
hr/mL. Cmax=9.58%+4.41ug/mL. Cmin=3.83+3.44ug/mL.
Tmax=3%2hr, T12="F¥5~6KH, Loz y 75 v 2
(CL/F) =6.4%=4.4L/hr) Y FF YL OIif#EEIR, U b FEL
600mg BID% $£45- L 723 & DM IREDT% R TH > 720 B E
F Y NVDin vitro ECsold. U M FE VDKL DI TH 5.

HIVE R A EBHZ214I1IC L, BEFEL - ) ¥ 400mg -
100mg# 1 H2M, 3~4BICh V&S LAY aouEFen s
U b Vo EE R P O E TRIR T,

14
2 —e— KL
-0 - RFEN
0
—
&
LR
N
5 o
£
s , L
5 L
PSS ST T CRT RN
0 2 4 6 8 10 12
H 5 HAR (R5RED)

a¥rei -y b FENVOER2EE (185EdH 720 200mg - 50mg)
5 THLNLIMPREREREGSOTEFEL - ) N FELA
TENWHZH TN (14 7EVDH720133mg - 33mg) & [T
HY. EYBREICEIBDON L, o7z BHEATFT—%),



(fERERBERCHIVERERE)

TR R B OCHIVIEGSE B Z I LY M FELVoft oA
ML) O EF CNVOSREWEREZRET Lz 2 A, RS -
BHEMTEERO L h > 720 WHEHEE B OHIVIEGIE B H % %F
S L L7 EBOBERABTIZT Y CL D EE 3 ¥ 5B iE
5#10~14H CEFIRBICHE L2 WHEAT—%),

16.2 DRIR

kL7272 BEFELVOBALRHDIE, TP RLEHI3H
RO LN T WD, d-oxoff i U4-KRBBILIA D T ¥~ — & 2H0A¢
P AV ZiEEZE S ORHWTH 205, T ORI OBHHE
W EDO T —ETH B, V) P FENVIBEELELZFELTHS
OB A FET 2720, BEFELORBLFLETLEEZ LN
529, [10., 16.7.1%8]

16.5 Hkittt

TEHEBEERF ICMCHEE T Y EL - ) P FE L D400mg - 100mg
Z WA S L28a, 10.4%2.3%2R I~ 82.6=2.5%%¢
gorpE S e, 720 REMRK2.2%H R~ 19.8%2°
Frp~Et S h: BHEATF—%),

3A7) TR SN IH O 2 HATICHLET 2. BRI R TR
5N B HEEDHPATIZCYP2D6, CYP2C9. CYP2C19. CYP2EL.
CYP2B6. CYP1A2% [ L7\, [8.1.6. 10.. 16.4%M#]
16.7.2 EMIEEIEFAERKRZER
AHNE BT HWEEE OB WEERNC DWW T, Z1 5 A 03B
AN Z L TIIRT, [8.1.6. 10.. 10.2&K]
PEMEEA T ¥ F UV OFEYBIRE I 2§ 8

16.2.1 BEFPBOKRSICRIFTHE 0 Y EVENEIEDL
R ERZ ca EF eI - )+ ELDOEEHI400mg - 100mgd Hi G DHREORR |mEFEL -y hFEl | e
%512 351 2 IR RS (BRI, 872keal. 56% (mg) | VO (mg) fﬁ%ﬁfgﬂ#ﬁiﬂ%
AWK L 2T £ THBL 72 & 25, ConRUAUC 777U+ ¢ |T50BID. 100|400+ 100 BID. 21H | 12 | 0.72 | 0.62 | 0.43
THEETROONG Doz ZOZDAHFITEFOA MM D 7 FVAASF>[20QD. 4H |400-100 BID. 14H | 12 | 0.90 | 0.90 | 0.92
S5TRETLIENTEL, T2, ¥EFEL - Y M FELVDEE 400 - 100 BID. 9H 11, 0.97 | 081 | 061
HIEH TR VH L LT, 2T oRHROFMIIC B TR B E Ly (A e
BT D 7 b X de e 7o (;A_\%y) F7 7y 00QHS. O oy o BIDT, 10 | 19| 112 | 1.06 | 0.9
- SRS EeT 7 ° 600 - 150 BID', 10A | 23 | 1.36 | 1.36 | 1.3

16.3 930 FRaty—n | 2000 400 100 BID, 160 | 12 | 0.89 | 0.87 | 0.5
EFEWNIBIT 510 ¥ EVoMBEE G R13£98~99% (ifiL4E AV74FEN |1000BID, 10H [400 100 BID, 21H | 13 | 0.79 | 0.73 | 0.62
Wl (Fu) © $91~2%) Thro T¥F ML, a-FHlhh 200BID. E%[400 - 100 BID, %] 22| o .

. . WEDLE) 2 | (EBLE) o+ | O-81 | 0.73 1049
BHE (AAG) L7 VT I VICHAT A0 BAMEIZAAGD K VS 7mg/kgg X =
ARV, ¥ FEL - )+ EN400mg - 100mg BIDOH: 54 \4mg/kgQD. §Q§-75mg/mz BID, E* 086 | 078 | 045
RO LN REHTIE, EHMICBI 20 EF E VOISR 28 BIDLE |*"
PRI —E T ), HERERE L VIS & OBISEE |4 xr9v-n |oqp, 5q (00 10BIDY 10A] 12 | 1,08 | 107 | 103

, d

B T (BEAF— 5). 800200 QD', 10A | 12 | 0.9 | 0.92 | 0.71
R sy — 400+ 100 BID', 100 | 12 | 0.98 | 0.9 | 0.93

16.4 U 77 * 800-200 QD' 10H | 11 | 0.9 | 0.9 | 0.85
v MNFIZuy—2a%Hviin vitroidBET, B ¥F ez TINAYF Y |20QD, 4H 400 - 100 BID, 14H | 12 [ 0.98 | 0.9 | 0.8
ALK % ZF 5 L AUR SN2, BEFELMIZCYPDOT 4 Y J777F~  |150QD. 100|400~ 100 BID, 200 | 14 | 1.08 | 1.17 | 1.20
FAA0) L ELLCCYRARS DR#SRE. U UV | e T e T w08

o ; , — ~ o N s TrvEYY \ . \ . . .
biCYPSAtbﬁwiﬁoﬂ ri?m L. CS{PSALJ: 20 F UL ORB s00p. 1 T100 0 B o o T 095 1058 1 103
RHET L2000 FENOMPRRENS AT 5, BEEEES : - 100BID, " 8
IHCEE T U UL RV T EF UL - ) b F ¥ L400mg - JRTEN 3y 400+ 100 BID, 348 | 5y, | 128 | 146 ) 216
100mg% Wl 5 U7e3ar, M BagRatE o 89% 23 R ALk iz th 797VEL  |750TID, 10H [400-100 BID, 20H | 12 | 0.96 [ 1.06 | 1.14

FRHZHT D D7 WY § TR (2B 5 7 72OV HIUEHH O R

THb

1. UM FEVOEYBHRIITT 7 EL Y Y HOEEEZT W

2. HIVEERNE# ORER

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

4. i $5-800 + 200BID (533 - 133BID x1H., 667 - 167BID x 1 H,
800 - 200BID X 7H) &400 - 100 BID X 10H & D His

5. W4 5-400 - 400BID (400 - 200BID x 1 H., 400

- 300BID x1H .

400 - 400BID X 7H) £400 - 100 BID x 10H & D
6. FLHEROARA L OPHIZHER S v

*®

FEN - b EOVHRE )
TOFEANC X % R

1) AFH DR e

it B

200mgZx 1H1M¥5-TH 5.

FATREIC X BHET (n: v ¥F e - ) M+ EREERGH, nY

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

16.6 HENDEREF I 8%

TSI - M EVDHE SO B RE I TSR
16.6.1 BE~hZEOFEEEERE .

) - - - s . UHESQE ST P RS
HIV X HCVIZEH: LT\ 2 8 ~ 55 5 o0 )i B Ak I 5 AR [ER%E GEFSEOMR | BEFEN - RFEN s
(n=12) & IFRERRRES O 7 WHIVEHSEIRE (n=12) 1SH5 2% (mg) VORI (mg) Co [ AUC [ Can
WK (3¥F ¥ - Y b FEN400mg - 100mg BID) 750BID. 10H
IZBWT, WFRERERR & AT CIX IR NP BB IR S o T & iR L TYTLFEM 11#;)(?0?;& L4 [100-100 BID, 21F | 11 | 112 | L72 | 4.57
T, TEFEILDAUCHHI30%. Couxh¥H20% L5 L. EEAME Wl
LT L7 (HIV - HCVERGHE 1 99.09%. HIV - JEIFikhe 7 hVAASF|20QD. 4B |400-100 BID, 14H | 12 | 4.67 | 5.88 | 2.28
BB 0 99.31%) . 2B, HEONFFRERFEF B B R T77EL VY [600QHS. 9H  |400 - 100 BID, 9H g 0.91 | 0.84 | 0.84
AT Twinw?, [8.4, 9.3.25H = -
16-1:3%i ﬂgiiﬁ'r ) [ ] ;::ZIZ v iﬁgQD‘ 400+ 100 BID, 14F | 12 | 0.59 | 0.58 | 0.42
HIVIESSE Ol (n=12) 2335 & L WBREEHRRE (1 600BID, 10H
UL - Y k¥ 400mg - 100mg BID) TSN T ¥ F fyvren giﬁfiﬁ 100-100 BID, 150 | 13 | 0.71 | 0.91 | 3.47
ELOREYBE T X — 5 Opefiid, ME20~24i81TAUCs W2
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
pg/mL. 8IS CAUCom = 98ug « hr/mL. Cow=9. 618/ ;H(;OBID‘ 8H {400 100 BID, 120 | 18 | 0.54 | 0.5 | 0.4
mL. Ciz=7.2ug/mLT&d 72", [9.5.1%H] FEN)FY 200BID. SHH
16.7 EYHEIER 100BID, 8HHt|400-100 BID, 9H | 15 | 1.03 | 0.91 | 0.79
16.7.1 in viroBR <7¢u0y z%OBID 400 - 100 BID 1| 197 | 3.9 | 9.2
AAlE, £&LTCYPSAICL DR SN b, AFNCEHENSY b X;F‘/ Sl 00100 BD o8 T o Tom Txx

YIVIZCYP3A & HHIRWEAIMEA /R L. EICCYP3A (3A4. 3A5.




T N . B HEE DS B R4 L LPV/r NFV
ZIIES Wﬁi(ﬁ 0)))?1; D%;@E;gwﬂ 1) '\)%k n | CRFIGEH/JEGEHIRE) (SRS +d4T+3TC +d4T+3TC
e wme Cowe | AUC | Cuin n=326 n=327
N 1 |1000BID, 10 LARY F—1 75% 62%
ANVT4FEN HOER 4 00+ 100 BID. 211 " 0.93 | 1.07 | 1.86 AV AR I 9% 25%
VSfa 1250BID, 14 ' 236 | 346 | 749 (T AV AYINY VR (7%) (15%)
] H ’ ' ) (VL<400copies/mLIZ #PHIAfE) (2%) (9%)
ISR 200QD. 14H ; . 5, jiAm 2% 1%
ALY 00BID. 6H 400 - 100 BID, 20H 6 1.06 | 1.08 | 1.15 EERGIC L HTIE 1% 1%
JVvxF v Fuar|1QD, 21H 400 - 100 BID, 14H 12 ] 0.84 | 0.8 | 0.68 ZOMOIHI X 5 H k2 10% 8%
TINAYF 7 |20QD, 4H 400 - 100 BID, 14H 12 ] 1.26 | 1.33 | N/A 1. IMisPHIV RNA (VL) <400copies/mL
V77 TF 2.12 | 3.03 | 4.90 2. BEIATE, B, 3T IAT VALRR, 70 b3 — v s
2)5_0;%7:%)1/ })?%?I;} IOE 23.6 475 94.9 itﬁﬁ%$§iliLPV/r ﬁ (3261%) VCTWlSOWJ (55.2%>\ %‘[‘)
V777FY  |B A - : - e ' .
775 JaaD. 1on |90 100 BID 10H | 12 80BI (24.5%). WHEHZS8BI (17.8%). HEFAES0H] (15.3%) %5
2B-0Bi7 & F NV | WAl 3.46 | 5.73 | 9.53 ThoT
V77 TF 17.1.2 &5 1/ 1 +EHBR
797VEN _ [750TID, 100 [400-100 BID. 20H | 12 | 0.47 | 0.46 | 0.48 HRERT20 (7 E VA - HIVESSE BE100M &% LT, 1
S0B1D. 108 EFEN ) FFEL (LPV/r) O&FEE (45 T# : 200mg -
el 3t 400 - 100 BID. 15H 14 ] 6.34 | 9.62 | 16.74 3 y y
1200TID. 5H * : : : 100mg BID* % 0"400mg - 100mg BID. %5 I #f : 400mg - 100mg
Frp g BID % 0*400mg - 200mg BID*) (Z& Y ftif. 3 7Y ¥ (150mg
ﬁg?”ﬁ BID) £#=V7 Y (40mg BID) %M 2% ik &S
1200TID. 55 |00 100 BID. 200 | 10 | 6.4 | 9.91 | 16.54 M BR 2 il L 720 48~T2 25K L 72 i T, BEIITRT
Hl LPV/r 400mg * 100mg BID®D * —7 ¥ 5 )V RERICBIT L

FEIZHT D D22 VIR D § TR E 12 B 2 5 72 VAU R O 38k
ThHb
1. JAEFIEZT>Twen
2. MEMIEHOAR
* PATEICEAME h:u¥FEn -y MY+ s SE, PR
IR 15-451)
N/A:7=%7%L
16.7.3 fLDIRHIVEEE OGEH
A#l (400mg * 100mg BID) ¢ =7 7EL Yy, 2 ESE .
TYTLFEN, RAT YT VLFEN, RIVT 4 FELEDHH
ZOWTRBFEEOMAICBWTIARRTOLEIZFED SN T
Wiy SEAT—%7), [10.288]
FINT T TEN  BRMICEEDO S ZMHEMERIERED LN TV
v (AEAT—%),

17. BRERELIR

171 BHHERVURLMICEET 2R

17.1.1 B E MR
RER863 (1 7V FH])  PLHIVIE G HER AR O R AHIV G
SERFEEIF AN G L LT, s¥FENL - bFEN (LPV/
r) 400mg * 100mg BID, ¥ =V 7Y ¥ (d4T) RS I 7TV
(3TC) OfEHEE B LIEANVT7 4 FEN (NFV) 750mgTID,
PV TV VRET I TV OB ICE ) . £
Jti e — HE MR A T L 7o BRI O FECD4Y 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,
EASHE DI HHIV RNAEA400 copies/mLA M TH - 72 HEHD
WEFEIE, LPV/r#E75%. NFVE62%TdH - 72,
IHHIV RNA=A50 copies/mLA N CTdh - 72 EH O LFRIZLPV/
r#67%. NFVEES2% T -72. CDAY ¥ 238k, BakREIC I,
LPV/r#C207 cells/mm® NFV#:T195 cells/mm*#inL 7z
4838 F TOWHRPES OFEBITKIK D@ Y o

100

®
o
1

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

#®E5ER GB)
481 T TOWHRFSUSOWER & kB ROIE ) o

770 REREIGAIE O FIICDALY » 8Bk 13338 cells/mm® (3~918
cells/mm?®). FIIFHIV RNA®134.9 log copies/mL (3.3
~6.3 logwo copies/mL) T®H - 72,

360:EE %, MrPFHIV RNA®25400 (50) copies/mL A& Cd
S 72 BEIR, 61% (59%) THY. CDAY ¥ 738kEUE501 cells/
mm®BN L7z 3608 M oF G-, 39 WWEL, 205 B
1560 (15%) IHERLICE Z2H0E, 16 (1%) 3 TITL 50
IECTH o720 LPV/r 400mg - 100mg BIDF 561 (5141) 1281F
HERFERGIT, THI296 (56.9%). FHHE27H (52.9%).
UAE. BEBRHONA 2160 (41.2%). TH 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 7ENVH]) cHIVZu T 7 —EBHEEL 1R#H L
R D B0 IER 7 Lok ¥ FRBEEGREFEHESE (NNRTD {6
WARBROHIVIEGSERHTOR E L E LT, vEFEL - ) b
F e (LPV/r) O&H&EH (400mg - 100mg BID. 400mg -
200mg BID*) 12# ) £y, A€ E¥ ¥ (200mg BID) &2#%|®
R Lk Y FREEGEREMHESR (NRTD %0H T 22k
HEEPEABR T i L 7z. SBRBHAGIRFIC BT 5 FIHCD4Y 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, MAHIV RNA® 2400 (50) copies/mLAiMTdH - 72
BEIE, 54% (50%) TH Y. CD4Y ¥ 3BkEuImikE I c212
cells/mm*¥é N L7z, 1448 OF 5P, 2761 (39%) 255
L. 209 b, 9 (13%) IFAEFLICL 2 H1E. 260 (3%)
W CIC L 2 IEFITH - 72,
T E3H513400/100mg BIDH (3661) T TF#i2161 (58.3%)
L1401 (38.9%) . WEBKIEINI3BI (36.1%). ¥, MEH:451241
(33.3%) FTH o720
AH O K EE I K #13400mg - 100mg % 1 H 2 $% 45 X 1% 800mg -
200mgZx 1H1M#5-TH 5.

17.1.4 @555 MARBER

RERT30 (BEAI) : PLHIVIEIC X 2 R W R B E 6640 % K 5
LTI BALE — 7 Y TNV A ER L 72, n ¥ FE
V- ) M (LPV/r) $58 %28 (800mg - 200mg QD
B £ 400mg - 100mg BID#) (24717, 5/ A ¥V (TDF)
300mgQD, =& b)) F ¥ ¥ (FTC) 200mgQD% M L 720

BAIGIRE O3 CD4Y) ¥ 235k %13216 cells/mm?® (20~775 cells/
mm?®). FIHUMPHIV-1 RNA®1325.0 logwo copies/mL (1.7~
7.0 logio copies/mL) Tdh -7,

488 F TOWHRFIEONFRE 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%
AV A 10% 8%
(A IWAYINY U F) (5%) (5%)
(VL<50copies/mLIZ#HIAHE) (5%) (3%)
e 1% 1% A i
AERLI X Bk 4% 3%
T OMDOBHIZ X % k2 8% 11%

1.
2.

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

BEEAHE, Bk, 3Y 747 VALK, 70 b a—ViEiE

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

ERAEFLI1E800/200mg QD (33361) T TFHI21061
(63.1%). L1056 (31.5%). SHIHEHZE58H] (17.4%) . Mi:46
B (13.8%). #7456 (13.5%). G446 (13.2%) %5 TH -
720 400/100mg BID#: (331%1) TFH#i19861 (59.8%). H.:86
B (26.0%). FMHEEZE6160 (18.4%). WEI:46%10 (13.9%). 57
3760 (11.2%). BEHk36%1 (10.9%) 5T -7z,

17.1.5 @558 MAREER

ARERS02 (Bl) : PUHIVIEIC X 2 i d 0 . Bl o ih95
TIA VAP ENT Vw5996 0 BHE 235 & L #EAL
=T IRNVHBABEEFER L7z nEFEN - Y FFEN
(LPV/r) $&5-8 %28 (800/200mg QD &400/100mg BIDH)
W, Al L2 ORX 7 Lt Y K/X 2 LT FRiiEE
[FEESE (NRTIs) %206 L7z BIGREOFEHCDAY 3 EkEK
13254 cells/mm?® (4~952cells/mm?). “FIMHPHIV-1 RNAH
1Z4.3 logio copies/mL (1.7~6.6 logiw copies/mL) T® 72,

483 F TOWHEPISONIR & IR HNIE KO D ,

LPV/r QD LPV/r BID
A +NRTIs +NRTIs
(n=300) (n=299)
VAR &1 57% 54%

T A VA I

22% 24%

B T AW RSB T — 5 HAAE L VIEB O NER

HEFLIIECIC L B IE?

5% 7%

T OMDOBEIZ X 2 k!

13% 12%

ki< 7T — ¥ K%

3% 3%

1.
2.

3.

4.

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

FHRA 5012 X D 4838 F TR IR UE48HIREIZ i HIV-1 RNA (VL)
=50copies/mL

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

[FERm, BEARE, 2 754 T Y AAR, 0 b a— ViR

T FEHRI1E800/200mg QDHE (300%1) T FHi150%1 (50.0%)
9% (16.3%) . WaH=3761 (12.3%) %FTH -7z, 400/100mg
BIDHE (299%) TFHILI6H (38.8%), MEL67H (22.4%). W
H-38%1 (12.7%) % THh -7z,

17.1.6 &5 1/ 1 HERPREER

ABRO40 (A - HA46 2 H LA 125D OHIVIEGRE/NE100
Bl PTHIVILZFE AR A 4461, RBAD66]. (JLIZNNRTIO
MR L) ., a¥F ¥ - J bFEN (LPV/r) 230mg/
m? - 57.5mg/m? BID & U8300mg/m? + 75mg/m? BIDD2HEIZ b
G R RERILEE CREBIEEYY =V T Y eI TV R
PEH L., BB AE I IMA2HETOR Y Lt ¥ PR
G RERHERE) 2GS T 2SRk A — 7 > 7 vk
ATHER LB % 0 L 720 BRBIARING 12 B 1T 5 F3CD4Y) v o8
ERE1E838 cells/mm* THEHIMAHIV RNAHE 4.7 logo copies/
mLT&® - 72,

48\ KRB T80%. FEERHET71% 0 B CIiHHIV RNA
#2400 copies/mLAIIZIKA L7zo CD4Y ¥ 7 SEREU AR B
TP L T404 cells/mm®, #EEREET284 cells/mmBih L 72,

ASHOPe 5N th 2B A LA Lize S ORBRKERICE Y, 62 H
PLE1I2IEDL T O/NB TR, A ETE V2R L 2WEAIILPV/
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®#Y5 (R EFE Y EZHMHL2WEA) 1CHNT 2
oY FENVIMHRELZRONS L E 2 bhiz,

AR L 100810 5 b, MHEHS466] (46.0%) . 3861
(38.0%) IZMgIEAN32H] (32.0%) . Wik, HH %2761 (27.0%)
FThors

17.3 Z0ft
17.3.1 DERICKH T 5%

it e 3 N 398112 AR #1400mg - 100mg BID & 1°800mg + 200mg
BID*#%3H M (4ln) $£5 L7 L & OQTcFRMEZEL DR A F-¥
fii (JeU895% IR HHSME) X2 213.6 (6.3) mseck
'13.1 (15.8) msecTH o720 QTcFHEANR—ZAF L 95
60msecll 12 L L 72 %500msec & 8 2. 72 Blid e 2o 720 F72. 3
HHIZBWTEEOPRBRILEA R bz, kKPR IE
286msecTdH >7z FHEAT—%)o [9.1.2, 10.2&1]

KRR DR H K #13400mg - 100mg% 1 H 21 #5- X 1x 800mg -
200mg% 1 H11l$5-TdH % o

18. EERhEIE
18.1 fEA#F

AFNITEFENLEY FFELVOREHITH S, T¥FEIVIZHIV
Ty 7 —EOiEtEHEL, HIVZ a7 7 —¥I2 X bgag-pol R
VERHEOMAEIET A2 & T Y E ORI L ZHIVD
FEAEZINT 5, U M FE I, CYP3AIZX 2 ¥ F LDt
FEAMICHEL, s¥FELVoIMiEED FAE L7257,
KRN OF 7 A NV AFEIL, BEFENICLDDDOTH B,
ARNIHIV7 077 — I3 2 BIRWBAEEZ AL, € FOT7 A
IVTF A4y 2 TaTF T =B LTIRFE A CTHEEHZ RS v,

18.2 ;i 1 IV A{EH

HIVEEHERR I X 2 et B 0 ) > 7S SEERMIL IR S OV R 73 Bl vk
WY U2 oRRIM ) > S ERHILIC BT 2 0 EF E LBy A L X
TER ARG L7z & MIEIEAFAE T Tt SHEOHIV-1 BEdERR
WZHE 5T ¥ ¥V DFECIZ10~27nM  (0.006~0.017ug/
mL) TH Y, 6FHEOHIV-1 HRSERICHT 20 FE VD
SEIYECs0134~11nM (0.003~0.007ug/mL) T 5720 50%k b
MIEAEAE T TIRHIV-1 BRI 5 T ¥ L OTFHECsld
65~289nM (0.04~0.18ug/mL) TH V. 7T~11EDOR LT A
H N7 (n vitro) o

18.3 ZEH(mH4

O ¥F EICHHT R EAMET LAZHIV- 1252 L. o
Y EIVEM, B2 WIEEIRE G RO MBREToa S ek
) N FENOELETICHIV-1Din vitrofkAARE3E 217 o 720 ML
FAETHHE S NIRRT L BIETRAMRF LZEZA, U b
FENOFAEZ T EF CVIHERO IMBUEE A RITEShnwI E
DIREE NIz (n vitro)o

18.3.1 =M

HIVZ a7 7 —EHESE (P B THI% SN ENEEZHT
Holze BRDBIFIZE 5T EF NI 2 ERZIEDMET L
727 ANV ADR NI T 2 HHIXIZE A LB O TV,
0¥ UV B BB OB & R 7-PUEHED H 54
BiH B4 N B BRI AR i 50 ML, £ vV e
Wy RNV T 4 FENVISHT R HERE S Tz, A
BRI 2R L2 U Y FLAETRTO YA IV
F7 7LV FEMIRT BB E TSR L T, 5w
EZMEDETARD bR o (BEF YL ORAING
LWL, 77TV FENVTIEIRAS.5M) 0 7 A VADY N~
F 2R L 2 BRE 0 ) B, Y% F VO RERO 7 WIS
HR D28 1LY F F EVATK T 2 M & HERR L T iz,

18.3.2 OEFEN - UM FENZETHAEEEMRAL ZHL b

O IV AEERBRBEICH T3V M IV ZRERRD £ BinFR
EDEEE
HIVZu77—¥Il27 3/ #iE# (LI0F/I/R/V. K20M/N/R.
L241. L33F. M361. 147V. G48V. I54L/T/V. V82A/C/F/S/
T, 184V) HBLLEAFAET 5 ERAN D A4 VAW U H B %
JAET 2 EDhho Tnd o BEOARAGK RSB 20V
a7 7 —YHEE (PD LR E IFHFHECBIT27 4 VA
FIOS & OBRIZLLTF oM ) Th - 72,



7 AV Z A RUE (HIV RNA <400copies/mL)
VRO HNTH G (A8HIE)

P28 54500 R E5888Y RERT65 R ER95710

GRERPAIARE) | (IFEOPLHEH | (HEOPIGE | (B OPIGERE

EERES. NNRTI | #Ea®. NNRTI | Bg'. NNRTIE

KFEBRF) n=130| FFREEH) n=56 | #EERF) n=50

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%)

RIRB021Z BT B HEZE R R L 7 4 IV A0 UG D B AR X R il
0o MEEREABL EOLEORALHINEES- 07— 5134 7%
W, [7.12M]

ANV AFERROL (HIV RNA <50copies/mL)
P28 S50 DR LN HG (48IHIE)
(RABR B AR THH RS B S
LPV/r QD+NRTIs n=268 |[LPV/r BID+NRTIs n=264
0~2 167/255 (65%) 154/250 (62%)
3~5 4/13 (31%) 8/14 (57%)
6L 1 N/A N/A

Q1w

RGN TR L7z 841213, L10F/I/R/V. K20M/N/R. L24I, L33F,
M361. 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%. PIFLG-#EER#47% (NFV24%. IDV19%.
ATV13%)

NNRTIH G- R 5 #H81%, PG #EE#45% (NFV20%. IDV17%.
ATV13%)

18.3.3 HIVOF7—tMHEEZE (PI) BEERBIICH TRV 1L

Z{EH

T ¥ F NI T Bin vitrolE AT ORFIRNY B3 2 a5
5729, BHOPUI L Z2WBHICE b5 FMHHIV RNAR
751,000 copies/mL %2 72 BHAS6% I LAA 2B G- L, v
ANV ADBARF B & T A GFAl L7z BAAG IR 5B L 72564k
X A u EFENVDOECsIE. BRI 2 EC5000.5~96f%
Tholo 48HEMICDLYAH, =77 LY RTX7 LA
¥ FRBIETREFEIERE 2 S L2tk MAPHIV RNAR %400
copies/mLEL T & 72 o 72 &, BMAIE T ¥ OV Sz PED5106%
PUF . 10658 ~4015 K, K 04085 UL o BEBECTE N 2193%
(25/27)+ 73% (11/15) 25% (2/8) THo7zo Fizv TILHH
IR T ¥ F EOVigz B g CIith o HIV RNA®R D50 copies/
mLULF & o 72 B id. ENEN81% (22/27). 60% (9/15).
25% (2/8) TH o7z,

18.3.4 AFRSh DT 1 )L 2 DER

27HIOHLL b a4 v AEERRENCE K OCHIV 7 a7 7 — ¥l
e (PI) BRI 2 0F 502 L7255 T AR R BR Tk, 12~100
W D7) RENZ R L7212 4 VA g i (>400
copies/mL) Tdh - 72 BHD ) HLABIO5rHEkIL. BRERBHIRIRG O
SHERRICIER, B FE VIS T B BZESE LK TFLTw
7o BERBHIRIEIC BT 5 26 BEAP T TOEERICIE. PI
iR 1402 B 5 % A AT A 7 < <E DABFIRD SN T2, A
VAN v FHBETIE, &2 TOHMRTEREAEMLTEY,

PIﬂﬁa“fiblﬁﬁﬁﬂ‘é%’éﬁéﬁ\ihfwto LA L, BgHTIET—
F AT I OFRFI G BE BT HLEE Yy —vhuE e

WKE2H00E)DEFETE TRV, [7.15H]

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

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

5353 ¢ CarHasN4Os

Mt

H@i{ e
<§/ HyC

—#m% R 0 ) FFE NV (Ritonavir) [JAN]

b4 @ (+) -5-thiazolylmethyl [(aS) -a- [(1S,35)
-1-hydroxy-3- [(25) -2- [3- [(2-isopropyl-4-thiazolyl)
methyl] -3-methylureido] -3-methylbutyramido]
-4-phenylbutyl] phenethyl] carbamate

7 F3 1 CarHusNeOsSz

ofa 720,94

W R A~ REBOOBRERT, oLzl ldd b,

Mg

HsC

CH;

m RV EDZEE
ARV BRITRAE T CRIFT 2 2 & GRBIEIC BV ToMEL
@Emﬁ%b%n%b%hﬁ%é%

22. Ak
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