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Gk U 7;7]7'7;23T50mg
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4. EEXITZHER

(ERGERE)
AENZBHEDT A AN T U LR

CGERSEE)
BRI, XA AN T I L-TEYDLAYT LYY R (MC) fEZE
BUEERMEMBREIE. HIVREEBEIZE T HIBTEMUEMACIE O FAEH
il

5. BEEXIIHRICEET SR
AENX, V7 7o O ANRERGAICHERT 2 &,

6. RZRUAE
(HEWIE)
W AZIZY 77 7 F & LT150mg~300mg % 1 H 1Ak O # 5
T 5,
SHFIMHPEREAEIZIRY 7 7 7 F > & L T300mg~450mg % 1 H 1[EHE M
B53 5,
(RAANGTFYHL-FEDLAYTLYI R (MKC) EZET IR
BHERBREDAE)
WL, RN 77 7 F e LT300mg &1 BRI O 595,
(HIVER B (23 (F B BT MEMACE O FAEHH)
W, RN 77 7 F L LT300mg &2 1 BRI O 545,

1. BERUHAEICEET HEE

(%hRestiE)

T AHla AT 28003, JEF, B BBz F2h L Tuvzn
7, BERmRH, REHIFE, OHIEEEICOVWTERNSA O RO
HARTA LV HofRESE L, B5T52 L,

1.2 =77 B LUV EOCYPIAEFHET 5 3A L DT 256121,
KEIDOGFFEEDMR T T LR H DD T, A RTA VEE2SE
WAKIOH B A%+ 52 &, [10.2, 16.7. 148R]

7.3 1B 5 E03300mgZ B 2 3561, BHERAORBEBEN &L 2D
BENWRSHDLDOT, FHIEETDHZ L,

1.4 EEOBKRERECHLBEF (I LT F=07 VT T2 A0330mL/
SR \AEAT 25 A1 AR EEZ BREICTHZ &, [9.2.1,
16.6. 12 ]

(MAC/E Z E T IEfE R MEMBARE. #EIE)

1.5 PIRBEIC S 2 R oA L L OFHT 5 2 &,

8. EELGERWIEE

(hRESLE)

8.1 AFIDOERICH Tz - TE, MHEEOFBZELZ o, FHIE L
TR Z MR L. B ORE L3 Ry NROBIR O b1z & &
HHZ L,

8.2 HMERIAME, M/ MRIBAEZ: & O MIREEERH S b Z & A
LT, EHMICRRAZITO 2 & [11. 1. 1]

8.3 IFHERENR S bbb Z &N HH DT, EHMICTHEERE %
17952 &, [9.3.1, 11.1.2, 16.6. 2% 8]

(HERZAE)

8.4 AHNZ B LY L D1 C. ERWFHRRISEZRODHZ &N
b5, IRWEBRLEEIC, BEFEORZE OB IR O R BT 8L %
PBOTEA X, WA MRBR A IS LD S Bk o A &5 2 ]l
L5k,

9. HEDERZETHEZICET IR

9.2 BHEEEERE

.21 EENEBHEEZEOHDIEE (VLTFZUIVTIUAN
30mL/ 5 R i)
(7.4, 16.6. 1]

9.3 FFiaEEERSE

9.3.1 EEDIHEEEDHLEE
AHEIOHEOWEZBET 52 L, ML BT80N H
%, [8.3, 11.1.2, 16.6. 2]

9.5 {EiR
PRI SOTHER L CW B ATREMED & 2 &ebEIcid, 163 LR e &
ik % b5 S SN A GAICORBEETHZ L, Ty MR T,
B GREIDE ORABEERN) K OEFREZORD, 73
XV CE(LEBENFRD DR, Ty PRV X L G IE@EEGTE
PRI R S e oz,

9.6 BIF
1R EOF IR ORI EOF ML BE L, oM Td
ILERFT22 &, KFloe ML ~OBITIIRHTH D,

9.7 INRZ
SN0 2 BRI I L T e,

9.8 EHAE

WA AEFBEREANME T LT D, [16. 6. 357 ]



10. #HEEA

AFNEF b7 10— P450 3A4 (CYP3A4) 12 L 0 AR &4, 7=, CYP3A
ZIIUD LT HHEMRHEERZFET DERAND D, oSk &
OB, TN TOEHF & OMAEDEIZHONTHEF STV
20 TRV OT, hFl LRI %A, BEOREEZ S

BZEL, mREICEETHZ L,
10.1 RER BRALGLI &)

Fe4 FEEAAEAR + B (BT 1 BYFF - fabRIR-
RY 23SV —n AFOERMPRRT DIBZH | R Y 2 — I ARA O
(A4 7= k) B2, 2 FHEEER (CYP3A4) % [HE

[2.2, 16.7. 1&1]

FloRY 2 — L OERAR
BHETLIBEARD D,

T % LI KD AHIO
Ba bR SED,

o ARH O R ARH B R
(CYP3A4%E) FHEMEMIC LY,
RY 3F Y — O & etk
L. AR Y 35— o s
ERTS®5,

%

T ¥ hLLEL

(V a—n)

=/~ bkl Uk
Fen

(¥ by k)

KA OERMPTRT DB Zh
BB,

S OEFNIAF O E D
FFCHTEES (CYP3A) ZFRET
5 Z LI K0 ARFI O piEE
Z s,

uf7y=7

(FF*rva)

[2. 28]

75T e D OFEF ORI T | AFIOFFHIEEE (CYP3A4LE)
(79 2F) LERENBDH D, BRI LY 25 o%EHA
TIIA L DRBEAEE L, 21 & D5
(= L) OMFRELIKT ST 282
FhT L nBbs,

(VY4

[2. 25 ]

TNT AT N« VAT 7 | 2D OFEMOEMPHET T | AR OIFHTER (CYP3A) 7
YhRUv LRI DD, HERIZL Y . 2R sDEAD

(V7 Ay MEAHE)
[2. 28]

REEARE L 2D DFRAID
MmARELZKRTSE5BZN0
Bb,

ULEE Yy - T RE
VT T T7x2FIRe A
A

(7 7 v 1 BE§E)
UaEey s (EH)
(VU 1 2 & Z KR )
[2. 28]

JLEEY UROT R EL
777 =F I ROAER N ETE
ToHIBENRD D,

AHIOFFHEESR (CYP3A) i
HERICEY U LEREY V0
R 2Rt U i i AT
SELBENRD D, AHKIDOP-
FERAEOFEMC LY 7
JAREN 7T T72F I RO
AR U R AR T &
TrHBENRD D,

AYTaFy =L

AV T ary =g AOERR

AR ORISR (CYP3A) 75

(CAZ D2 WRT B2 H 5, WML AT a)y =
[2. 2] T LDIEWAIKTH D A 7
) — L DR AR U i
FREZRT SE5BZh0
B2,
10.2 EAEE (BHRICERT A &)
SEFI 4 FEPRRER + HEFE D715 B - fElRIN T

TuF T —PHEELS Y
[Neal=v%
TEHEFEAL+Y R
L

AP FEL+Y bFE
L

HXFEeL+YU R e
ZF e+ R FEL
Tipranavir+ Y hJFE/L
RAT T LFen+Y
[N =v%

SN U hFEL
[16.7. 35 ]

AANOEMPTRT DB Zh
Wi O AHN OG- B b 72 <
LB/ MBS D 2 L 2B
5,

S OEFNIAK O ET2 D
JFAHTESR (CYP3A4) Z PSS
5 Z LI KD ARFIUTIEHER
EHOMPREE LR SED,
F o ARH O MR H R
(CYP3A4%E) FHEAEAIC LY |
AT e RS EALR]
RAT T e oK%
PREXE L, 2 6 O FEAI S LiE M
Rt oMb 2 KT S
%,

a7 7 —EHEK
U hFen
[16. 7. 22:1#]

AREN DR HIRT DB E N
b,

U b e 1[E600mg1 H 2[H
DR ETERT 254612
IE, K& OO RS S 2
&,
oL he w4 L xFKE Y
ke & RH & DT 5
BRI ENAOT A RTA
EHEIZLT Y MFEALKD
AHN O MR AT D Z &
(I7a77—CREE+FY
FEN] OEEBR),

a7 7 —EHEE
TEYF e

[16.7.92:1]

AREN ORI HIRT DB E N
B0 KAlOEEEE1/42
WY 52 L 2B 5,

S OEANIAK O E D
FFACHITES (CYP3AL) ZFHET
5 Z LI K0 ARFI O P
Z s,

PR FRIRIER - HE (8 71k B - fabRIR 1
777 —EHER AFIOERBHRT2BZ0 | ZRBOFA(FAT 7 L
A IFEN B0 KHORGRE VR | ELOYE EEAREKOT VT
[16.7.5518] ORI DL EEET D, | LT EL) E AFIOER DA
FINT 4 FEI aEEE (CYP3A4) ZFAET S
[16.7. 65 1] Z TR0 RE O o R E A
KRAT T L e EAEE,

[16.7. 45 1] F IO OIAIOERAR | £ 72 A Al O TN B EE R

/I 2BENNDH D,

(CYP3AASE) FREAEANC LD,
D OFFONH 2 RIE L,
2B OFEAN SULTEEAH
O PREEET SE 5,

TOAET S TENL e al
VAL y kAR Y
HE T )HREN TT
=T IFR

AANOIEM DT DI h
BHD,

F/o, TAET IS IENL, 3
ALy FROT JIREN T
77 =F I ROERREIS T
LBEENRD D,

TEVAL Y MIAADIFR
g (CYP3A) ZPLET 22
iz ARAFloMm T EES E
ASEr2BENRD D,

F 7o A O AR SR (CYP3A
) K OP-HER B OFEEN
2k, = veTF /I, 2
B ALy FROT  AREN
777 =F I ROAH AR
L A EA R T ST 5562
nnb s,

HRT 77N UK
)

HRT T I OIER DG
ToHBENRD D,

AFOUGCTIAIFFEIERIC L0 |
HRTF 7T e N O & R
L. HRTZF e
ERTEES,

LIYRAENL « YRAT
=%
VIRATEL « XYL R
A BV

VRATEN LIRAENLK
DAL F Z VDR DN
BT HBENRDH D,

AHIOFFRHEEFR (CYP3A%E)
K OP-FE B VB OFFEIERIC
LD VRATEL, LYUSRR
EARKR SRR A E LD
AR U R AR T &
HEHEENRDHD,

T hTFEY

AR 7Y OfER
NEHTLHBENRD S,

AHRF R T EY rDFER
DTSR (CYP3A4) #hitffE
JAZ LD AR E= R EY
COmMPREARTSES,
Tu7r 7 —CHEEL ) M
Bt hIEY URPHAE
NIEGHE Y 7 7 7 F R
FRETRY,

FIELVY
[16.7. 102 ]

AHNOIEM RS DI h
BV £z, b OFH|O
TEMBFELSBHET 2820

BdD 2 Enb MOIER~D
EEEBET D,
FET BV AFIOMERABHRT D BZN
[16.7. 132 #] Wb,
Fio ZHE DOIEHI OV A
[T ABENRH D,

IS OFFNT AR DT B
FFACREESE (CYP3A) % PR3
5 Z LI K0 AHIO
RS ED,

F o ARH O MR H R
(CYP3A4%E) FHEAEAIC LY,
D DR OIH AR L
D O FEF SUTIE A H
OPRELIRTEES,

TTrELYY
[7.2, 16.7. 14%8]

AR OEMPRET T D B
BHD,

77 B LY ORISR
(CYP3A4%E) FHEMEMIC LY,
AFN DI 2 AR U A
FEVEAEH O i P AR
S5,

*k

~zrwns ~ e OERNKIST 5 | AR O HEESE (CYP3A4E)
BENRD D, WEERICEY v TFERrRZD
Rt zfEtE L.~ 7 e n 7 ol

PREZKTIES,
=g FZ ) OfERARIET 5 | AR OIFCGHEESR (CYP3AD) 7
FIEY - A RAT T | BEARDD, EEMRIZEY . FTEY rofk

ELKFad

WEMREL, FT7 Y rofmp
RELKTFSED,

T = VR (R
Yaty—wkR<)

A4 hFars—n
[16.7. 72:0]

TN aF Yy —
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A OB T D2 h
Mo AHF OB ERE 7R <
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V=V E R <) OVER DS

IO AKOELD
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5 Z LI K0 AHI O R
& ERSES,

F L ARA O AR B R R
(CYP3A4%E) FFEMEMIC LY,

LBENRD D, INBOFEAN (7 va)y—n
ZER<) of#EREL, Zh
B O FEHN UL TE A 0 i
TREZIKT S5,
AYary—n AR OEMPRRT D BZH | K a2)F Y — UL ARHOE
MV iz, KYaFy — | DHFHGHEER (CYP3A4) % HE
OIEMBWITT HBZNRH | 52 LISk AFAO
L2 LD IR EOBERMEN | EE LR SED,

fabttz B D56 2ERE R
2 = ORI
B L R EATIFNT 25

L EREL DO HERS B OAF 0 i, o
WHE EFICEES B (5 &5
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S D, AHIOUCTIAL I TP-HE
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27T TENROT ) RE
N T T 7 = F 2 ROERA
BLEV TS TENRDT )
e TIT72F I NiTHT
LHIPENFB T DB N0 b

5o

A O F T2 D A HEE R
(CYP3A4) K ONP-HEE AL DO
HEHICLY BT 7T N
KROTF ) REN TI57=2F3
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53 ATTE VAR 00 i, i
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1.1 EX ‘m'H’FFH

s E+oIC
i 5% 1k B 72 Vi) LR AT

f N
THZ &,

11.1.1 giBkEAE (6.06%) B (1. 74%) . f/NRGEAME (1. 59%) «
AMEKERAMGE (0. 16%)

[8. 2]
1.1

(8.3, 9.3.1,
11.
11.
11.
11.
11.
1.1,

) NP

MELE

—_ - - -
o o1

2 E%fiﬁﬂ%*ﬁ% bbb

.2 FFHEREERE (1.93%) .
16. 6. 22 4]
3 3wy (0.09%)
(0. 06%) . 1
i (0. 03%)
RmERL (0. 03%)
7 EleEHm (M, # L7, BEBEMm) (0. 12%)
8 MR XRER (AR
D UARNY DT AT T U AET RSO A % L
ZENRHHOT, MR, BEEIO NN
ZIFE SIS Z2 PR 57 EEE R @ 21T 2

b b

L,
11.1
11.1.10 BHeEREE (0. 53%)
11.1. 11 fRfESRE (0. 09%)
11.1.12 & (0. 37%)
11.1.13 $EARHEEE (0. 09%)
11.1.14 H17EZE (0. 09%)
11.1.15 RESHEX

W

(HEERIH)

#E (0.72%) . FF%

EHEE) (0.03%).

(HEADD)

REAR (0. 03%)

9 REPFFARMAZIE (0. 09%), MRt/ MR LB (0. 03%)

SESBERN DN LEITE, BEICIRBIEDODEZZIT S,
IR CTAFOEG 2k L, @YRAEZITH Z &,

RA, B~ LR SEBUE. 1
NEIE A v 7 o FREER

A BELAELR - HEE T - fRE T 11.2 Z0tnaElER
VB CBEORIEL HE MLk 2R SRR
bRt MR Y v HFREBRBOIE . VL. MR
~rnTA RREEA | ARIOERRRIRT 5520 | Zh b ORAIE AR OEE 5 o :
JFIBAE R AL-PEIAN, ASTHIAN, ALTHEIAN, A
E = N 4 M O ARFNOEG- B T | e (CYP3A4) ZBLET TR nﬁkﬂ;Al—Pﬂaﬁf " '
VEDES-E eV DL EEET D, %52 LT R RO MR — —
[16.7. 1155] F7o, S OFAOIEN R | £ LR S5, FilE s e R E
n¥vATVALLE | BT ABERANRDS, AFDIFHEER (CYP3ALSE) IR, 45 <O AL, R,
FHIEFNC & 0 2 b D5 WS, T SRR, R
DRHBAE L, =5 DA Bk A S
DMHEEZIET S5, fEESe FESAEE MR, DER O R
% LUREAT S FIUBEAEIEO (R ANES LR | AAIORFREIRES (CYP3ALSE) T2
(nxFATFar - oF | EAHHLOFEIREIE AT | FEEMCL D R OBEEED B R B OV T R R ZOFERE, KA G, HEBE, @
SAZARTUA—N) | BBERND D, PR AHE U8 AR 0D 1 FubaskEE, k. RS, AT
[16.7. 155 18] PR A R T S5, BEVERCIS, WlE, SO
PT T 2= VANKRY | DT 7 == AR O | ARIOFFREEESE (CYP3A4%E) i S B O 2 AL . BEEE. 5%
[16.7. 175 #] MRIZTDIBENRDH D, aﬁﬁf’ﬁ)ﬁb:i@ﬁ/?\?xiw - G BERRE. =
AN DREHEAREL 2T - P
_ o e FEIED 0, AERIRTUE, S,
T = = VALK VO I [l | e
Eﬂ;&ré“ﬂ‘éo LAY N Ak
o= L. K22, 9 ¥
VA-DFN 27wl AAOMPREDE | AFIOFFRHIHSE (CYPIALE) st Tﬁ’ﬁ:;ﬂ ;{t ?f’f‘,rzj;;%
[16. 7. 1655 T USRS A BT B hE | PREERIZ LY &7 m ) LR - fh
WD, 27 a ) AZAOMmMP | OREEREL,. Z27 1) LA R B O BRRIR, (RERED ., BIRE, 7
W DF = 2 — AT BT | SUTIEHER B 00 L P % 37BN, RRERAE
IS CHRIEROMEEAT BT3¥5, WIR - LA REE BUR, SR, IREIE, B,
IAEEY Y @OAD | UAEEY L OERAMIET | ARIOTFRETR (CP3) 3 MR
FA7 77 EnT Y 7| DRThhDS. HEMCLY ey ro WP, IO ONERR PEVRERE, Wk, B, wEI, £
AL ULEEY Y o (R L i A A T L, S, S
SEDHBENHDH D, - -
pBThRD YT SRR, WO, GBI A | B
REXY v NEX Y OERPEITT S | AFIOFFRH#EESR (CYP3A4) 7 Jo. BBUL. HUES. HIEFCH. SR
BEhB b5, EERIC LD ~E XY Lok %
KA E OPFRILY A7 &~ | BEBEL Y% Y L omh -
) | . Zoft FHh W, WS, O, PO, YERE,
v b EEELTHEICH | BELEKTSEsBEAN
74y hEEELTHEICH | BELETSE8200H SR O NS

15, Z0fthdiEE

15.1 BRERERAICZE D < 1E3R
AFNIOBEEIZE D IR, FE OEF, MER, K. T RRSBRE L
RHBZEN®DD, AVE T RLUA FHZY 7 har g hL X
IEATLZEND D,

16.1 MARE
16.1.1 BEERS
TR A (5

PEAG], 25
Z B[S O e G- L7 A%
EL (375~T24ng/mL) . #AAHDYPH (t,,) 13

3. 1~3. GHFfE Thx

W2V 7 7 7 F 300, 450&0“600111;;&)
MR (Cpy) |
7~2OH#FEJT e%

ofe, V77 7 F oo MR E- R Hﬂfv‘i?ﬁ’ﬁ%ﬁ (AUC) B UNCpa b

wEBEICHpILTEMLE, 72,
B25[T TR, 3. 8~4. 2WFH THx

A R A

~103ng/mL) (IX) ¥ GHEAT—%4),
1) AHIO KT EIL150~450mg % 1 A 1R 0¥ 5-TH 5.,

—e— U777 F> 300mg
—— YT 7TF> 450mg
—a— U7 77F> 600mng
—o— 25f4 77 & FJLik 300 mg
—=— 5[ 77 & FILik 450 mg
—o— 25[6 77 & FJLik 600 mg

HEREE AR

12 16 20 24 28 32 36 40 44 48
HBE#ROEERE (hr)

FAHERAES % DY 77 TF o ROBT BT
JARO L MSE IR ERER (=9, FHMF+IEIHERE)

V77 7FoOEERETH

TELE (53



16.2 MRUR
16.2.1 "M ATARLSEY T«
BPEHIVIR YR E (56) 12V 7 7 7F o 2R 0 R OEIRNER 55 L
o & ML AT A T E YT 413206 Th 720 GFEAT
—4),
1) ARIOEBRERE TR OB EDHTH D,
16.2.2 BEDOFE
TR AN BYE (1261) 12V 7 7 7T BRI RERE R IS L
el &, V77 7T O SRR ERERER (T,,,) TERICE
. ZEIERE R OB B G R O EHEIT T E AL, 3. 0K V%, AREH] T
B> 720 AUCK UC [ HEZETZRD LR 120 BFEANT—4),
16.3 97
V77 7 F v Ol K ONESEARR IR L, AR D2~105Th
V. b MEFEREROEERIZIT 2 MEANRE SMRSNREDZhE
NIKRIETH T, V777 FromfER ARG EIX100~
10000ng/mL.OFIPH T—EBZ 77 L, FEHEIFI TdH - 72510 (FHE
ANT—%),
(B23E) V777U Ty MIRWCRHEPAZMERIC oA L, R
W2 R, Rl R A OV (R B LS A LAY, i ﬁ; S
o712,
16.4 3
b MBI D mER R ORPOEE @ E LT, VT TT
& FIRLEE OPLEIEME A R T 2507 & F L e ORI E 2R S 200
SUKIB LA S iz SEANT—2),
16.5 HEitt
fERE R A B Bf1) 12MC-Y 7 7 7 F L 9300mg & HLEIR N4 5-1% .
PR R OEF T Z I ZHL53% K UR29% D BUHREAS FIN STz, REAL
(KD R RTS8, 3% Th - 72" GrEAT—%),
16.6 BENERZHTHEE
16.6.1 BHAEEETERSE
EREREE R (P26, tEefl) 1ICV 77 7 F300mg A HA|
ﬁu&@btké\Maﬂmmi7v7%:y797§yz®ﬁF
RO, BEIMEE 2R L2 GMEAT —4), [7.4, 9.2. 1]

F BHREEFES ISR 2EMIEANT A =4 (n=18, THEEEF

3852)
R RE R Coax AUCo Toax tise
(CLer) (ng/mL) (ng+hr/mL) (hr) (hr)
i
B . 38642 3710462 3.3%+0.7 11£2.7
(>50-80mL/min)
AR
47178 5236974 2.8%0.7 26+7.2
(30-50mL/min)
i .
. 47064 6328£635 2.31+0.3 23+4.1
(< 30mL/min)

16.6.2 FFiREfESEE
T v — UL REREE R (BESH, LotEAf) oY Ty T
3mm%$ﬂﬁu&ﬁbt&%@m3ww%mﬂm)&w%x
(472ng/mL) 1%, EEHER A DAUC (4298~8851ng-hr/mL) MK UC,,, (375
~b57Tng/mL) & K& R bRN-71-59 BLEAT—%), [8.3,
9.3.1, 11. 1. 28]
16.6.3 EE
fEEEE I (T1~805%, BHSHI, ZMTH1) 1) 7 7 7 F-300mg %
B[E#E O e L7e & & DAUCK OC,,, 1, BEREIE Sl (BRI
25~605%) ITEENTEIEIL 0~2. UE R 0. 9~1. A& 2= L
7O (SEANT—4), [9. 85 ]
16.7 EWHEEER
16.7.1 KU+ J—IL
fERERR AN BEIC R Y 22— 1 400mgH L H2[E K NY 77 T F o
300mg% 1 1[8]7 A MIE AR N#EL L& &Y 7 7 7 F 2 DAUC
R OCobd, FEORHEEGRE & bR T2 331% & UN95%H5 N L 7=,
F 72 AEERABIECRY 2 —1200mg &2 1 H2R KON 7 7 7 F
> 300mgZ 1 H 17 HMREMAROKRE LZEE, R)a)y—u
DAUCK VCyael T FEOFRFE G-I & L TENZNT8% K% V6% L
722 GMEAT—%), [10. 18]

16.7.2 J FEL
e ALZ, Y R ELE00mgZ 1 H 2[R TN 7 7 7 F 2 150mg % 1H
LEOB BIREAR NG Ll & U 7 7 7F 2 DOAUCK UC, T
FEOF I 505 & T E R ENAI300% K OFI150%5 0 L7220 (44 E
AT —%4), [10.25#]
16.7.3 aEFENL - FFEL
TR LS, 7 B EL400mg/ U b E/L100mgZ 1 H 2B KRN 7 7
7 F 150mg % 1 H 115110 A MRE R i G- L7z & & e S
B (U 7779 2300mg) &LH_TY 77 7F 2 DAUCK UC,,15203%
FO12%sEimn Lz, [10. 22 ]
16.7.4 IRR7 Y FLFEIL
WAT A UF L, RARG%, FICHEEE LRI TES
MWIZT T LT e MY VRIS RSN, Ty L
IZBW T, EERABMEIC1200mgZ 1 A2[E V) 7 7 7 F o
300mgZ1H1E0H KB OEELEZEE, V7 TF oD
AUCK OCpohdy FEOF B H-HE & T EH193% K O 19%8E 0 L
7o 727 LT EILDAUCK OCydd, FHLE 5% %D L 7-%)
GMEAT—24), [10.2&H]
16.7.5 1 CFENL
fREER A, A YT EA800mgZ 1 H3[EI KRN 7 7 7' F 2 300mg %
THIEOBMXEIARARG L&, £ YT ELDOAICK D
Coand T FEOFR B G-I & SR TEN T N3N L OB% A L, UV 7 77
F v DAUCK UCpaptdy FEOFH PR GHF & HEA_TZENEIT3% K% UM 134%
ML= GHEAT—4%), [10.25/]
16.7.6 R T4 FEL
FIVT 4 FENATEOmgZ 1 HIE KON 7 7 7 F 300mgZ 1 H 1EI7T~8
HRIKEAROREG Lz &, RV 7 4 F EILVDOAICK OC 1T
FEOFA I G & R TEN BN V24% D L, V77 T F oD
AUCK UCpoelt. ZFNFN20T%R OV 46%E N LTz (SHEANT — %),
[10. 22 ]
16.7.7 41 bS5+ V—I
HIVEYL RIS, A F T 25— 200mgZ 1 B1E N 77 7 F
300mgZ 1 A 1[E14 AR KEMAROKREG L& A hTa)ry—u
DAUCK VCp b FEBFHHE G0 & N TWOP N 70~75% L 722
GMEAT—4),
Fo A bTaF Y —1900mg &1 H1EIR Y 7 7 7 F2300mg% 1 H
1, KEFHRAO#EELIZEE, V77 T7F o0 7 7RERKN
200%M L7 L WO MERH DD GHEAT—%), [10.28/8]
16.7.8 Z)Larvy—Ii
YV RT Y 100mg, 1 ASEMEGIZ K D HERRRIE 2521 TV HHIVEGE
BHEIC, Y 77 7T 300mg &1 B 1B KR ONT V25 —/L200mgZ 1 H
a4 HBKEIRROES Lz &, V77 7F U OAUCHE, FEOF
JHBE G & He R THRISO%EE N L 7= MAEAT —4),
V77 7F 0k, Za by — oY EiRelc R A RIF SR o
7= GHEAT—4%), [10.25/]
16.7.9 7Y+ EL
HERERRAIC, 72 ¥ F EN400mgz 1 H1EIKR N 7 7 7' F 2 150mg %
THIEI4BBXEIARARSG L&, TEFFELDOAICK Y
CoaxhE FEORHHEGHE & L _TIBR R OB4%E I LT, £72, T XV
EL600mg % 1 H1E R NY 7 7 7 F - 150mg % 1 B 15110 B [ 4E HEH
BOE L&, V77 TF U DACKUC,, 1%, FEOEH G &
HARTII0% R IS8R L 722 GHEAT—%), [10. 28]
16.7.10 T3 ELD Y
HIVIEY R IZ, U 7 7 7 F 300mg & 1 H1E L VT 7 E/L Y 2 400mg
Z1BA3EN5AMKEMAR OG- E, TTEAY ORO Y
U7 T AR, FEOFR G L B TR400% B R/ L, Fe, VT
7 7 F L DAUCIE, FEOFFH B 50 & Hb T 100%LL by L 7= (44
AT —%4), [10.25#]
16.7.11 2532314
HIVEEY B IZ, V7 7 7 F 2 300mg 2 1 HIEE N TV Aa~A v
500mg &1 H2[E28 H MBS AR NG Lict s V77 TF oD
AUCITIEDE I G L LE XTI LT, 72, 77V 2~ A
> OAUCIEFEBF 5 51 & b~ TBB%IEAD L7220 UE AT — %),
[10. 22 ]



16.7.12 ¥+ ENL
HIVERY BT, U 7 7 7 F 300mg% 1 H 1A & O % 5 £ /11200mg
Z1A3MEI0BMREM ARG Lzt &, V3T ELOAUCKN
Coasl Ty FEOFHIR 50E & LERTENRZNATY L OBI% A L, —J7, U
77 T F U DACK VCoudF, T AEHL44% 2 DA% L7252 (S4E
ANT—4),

16.7.13 RESEY
V77 7F300mg (XiX150mg) % 1HIEL R E T £ 200mg% 1
A1E4 A EFRR ARG L, £0%, V777 F300mg (X
1£150mg) A 1HIEKRORE T ¥ 200mg % 1 A 2[E114 H ] 5 OF R
ARG L X, U777 F L DAUCKC, IF. FEPEHZE G L
RTCENTNLT L D286 L7z,
Fo. FETECORE I VT T UARIEM LT &V O MEN D
%, [10. 2]

16.7.14 T2 7EL>Y
U7 7 7F300mgzl HIER T 7 7 £ LY 600mg %1 H 1E25E
MKEMARORE LIz &, V77 7 F 2 OAICKUC,, /%, FEOF
F G & BT ENZ ISR L B2 LTz, V7 7 7F ik,
T7 7 B LY OSEYEIREICIL, A RIT S e oT, [7.2,10.2
2]

16.7.15 #ZFOEHTE
Dipd &by AMENBHEI (A H7- V3B ughTF =LA T

A= EingD ) VT F AT v ) AR LT TR PRI,

V7775 300mg% 1 A 1E10 A BE ORI #E Liz & & JE0F
AL L kX ToF =L A T P4 — /L DOAICKUVC,, 1 TFNE
3R K OR0%D L, /v F A7 1 Tlk, T2 h46%K U82%
B L% GHEAT—%), [10.25/]

16.7.16 2o A1) LR
V77 T7F L0270 ) AAOMP b T ZREMETT 5 &0
WERH LY GHEAT—4), [10. 28]

16.7.17 7 7z =Z)ILRILEKY
HIVEEGL B (7 & F VRIS R O F#) I Y 7 7 7 F 2300mg
Z1AIER YT 7 = =)L ALk 50mg % 1 H 1[R]14 H 8 OFFRE
A5 L7-e &, U7 7=V ALK OACIE., FEPEREEER L
ANTHI2T~40%FD L7, [10. 25 18]

16.7.18 S rIP Y
D EHEAMY RT VU ERA L CORHIVIEBRBEICY KT Y
2 200mg X 1%100mg % 1 H6[m| g TN 7 7 7 F L 450mg X 1£300mg & 1 H 1
mI12 A REFARO#FERE L&, ¥ FT P DAICK UC,, i,
ORI 505 & T ENENI2% K U48%I L1=% UHE AT —
2, RTVUIE, VT 7 TF L DB I TR A S E &
272 BMNEAT—4),

16.7.19 RJLTF7 A REHY—)L - FYARTUL
HIVEEYLREIZ ) 7 7 7 F 2 300mgZ 1 B LA R RAL T 7 A R FH)
—b e N A RNZY LE1IA2ENI4A BKEMFRARORS Lz L X,
R U A 7Y AOAUCIEIEDE I G- & LT 1A%, C, b L6%I8 L 72
B, BROERIIZVWEEZONEY, ALT 74 hXH > — -
FURARTU MR 77 7T ORYBRIC T L RIE S 2o
729 GHEAT—4),

17. ERIRAE

17.1 BHERUVREMEICET 555

(HERZIE )

17.1.1 BV E3MEHER (PIEAEEE)
IFAERZIE & W ST HIENEHR EE 2 55 & LT IE B 1 HhikaliRs
RERIZRBWC, 146l 7 7 7 F 2 150mg, 1T1HICY 77 7 F >
300mg, 175G AEL LTY 77 2 600mg4 1 H 11516 % A i
BROFE L, WU Th A Y =7 YR (IND), =& 7 b
—/L (EB) ROET U I REHFH L, REBERICRTSY 7
7 7 F ORI FRIZE (FETHRE) 13, 160meg 5-#ETI4%, 300mg
FHRETI2NTH V| XTRIEDSI% & RIFRE TH - 717,

V77 7F (ng) Y77y (mg)

150 300 600
e 94% 92% 89%
e ga)
LIS (162/173) (156/169) (153/171)

% (B R IHKR U B /a0

a) BRI A ICIT B ERR

17.1.2 @5V EIMHER (BHIMEEE)

JASERERE TV 7 7 v B v AT OFUHERSE (INH, A R L7 b= A
v, EB) CHitME & R FEAL T OB L 72 R At s Fat ok
& FE L2,

(1) FEEMIERFEABRSRRICB VT, 270612V 7 7 7 F 300mg.
450mg X 13600mg™ %1 H1E6~12% AR OESE L, &HBE IS
M2 R TR 2 OF L7256 OMBE 25 (EWRR) 14,
KOLEBY ThoT,

Beh 1238 B B GINRTHE T IR FefBlg A
o e ) 34% 21% 33%
LS (76/221) (46/221) (74/221)

% (ZANERE B A Ul B2/ 2l 2 0

a) N—RA T A UEEOREBRBBETH O . OB IR I D ME AR A T
JE

(2) FESHIEMELL A B EBGEARIARIZIB VT, 1056 77 7F
> 150mg, 300mg X (X450mg™ %1 A 1E6~24% H R DS L, %48
FITREME 2 R TR 2 O L 2 A ORBZE R 2B 5
EEIR (EWHER) 13, £#0EBY ThoT,

U7y TF ARG (ng)

150 300 450
11% 35% 46%
s S A pza)
Mo (3/28) (16/46) (6/13)

% (ZAIMHERSEZE 230 % U B/ FHil B+ 50
a) N—RA T A UREORFEFERNHIETH VY | AR GARITE Y 1 ST AER]
1) ZAIMERS R (263 5 KRR 13300~ 450mg 2 1 A 1 5-TH 5,

(VACSE # & JE#E MM BRI E)

17.1.3 BHVERIRERER (HIVIERREF(CH (T 5 IR MR EAE)
HIVIERRYLE &5t 4 & LTI BRI BRI IV T L4608l U 7 7
7F 150mg™ | 300mg X (F450mg %1 H 1H6~24 % H R A#%5- L,
INH, EBR O A 7 okl v & OPFRFRIEEIT o TofER. V77 7
VOB ROV MR FHIE (B RER) 18 < R 5H
Mz 5L,

1) FEREEVEDURR BEAE 2 k3 2 7KER M i X300mg 2 1 H 1R 5T 5,

V77 7SS E (ng) Azt
150 300 1450 ot
— 12% 14% 16% 13%
Be (11/93) (18/133) (7/44) (36/270)

% (NTME A3 2 U7 iR /R A R )

) BATBEH 2 &0, M L C2E ORI AR LI a . AR L HE LT,

17.1.4 B ERERERER HIVEEE (T4 RX) (245 R ERBREE)
HIVIEYE (A X) BB 255 & Lo IEERaBRsaRBRIc BV Tl 1, 163
BIZY 7 7 7 F 2 150mg™ . 300mg. 450mg X 11600mg% 1 H 1[E6~24 %
AFROEE L, INH, EBEE2E00ABIEEITo /R, V777
F v OEG RO, MEFRER (EHEE) T&m< Db
fEmERLEY,
V) RSP TRE RE (k% 7GR BiX300mg & 1 A 11 5T 5,



V77 7F oG (ng) o
150 300 450 600 ot
I ™ 16% 54% 55% 22
——
- (7/103) (15/93) (19/35) (17/31) (58/262)

% (A3 e LT B /AT B+
a) WAEER A 280, i L C2RIORRAIRN 2R LI e, A e HE L,

CHIVRRE B E (2 11 2 BT MEMACEE O FAEHNH)

17.1.5 BHYEMEHAER
HIVIEY: (A X) BHEESRE Lz EEREEGEBRRRICE W
T, 56662 U 7 7 7' F 2-300mg, 580G T AR A1 A 1EI12% AR
BOEG L-5A BREMMACE O RBBEIZRDO LB THh -7,

Y7y TF R 75 RRE P
e . 8. 7% 17. 9%
FEFTEMACHE 36 BUSE T (48/549) (102/571) <€0.001
% (MACKE 0D KR 50/ R HE A A 200

a) x BE

FEFREVEMACHE 238 BL 9™ 5 F T O WM M OEFEMEMACHE FE R8I A= 173
(MACR2MED B/ FEAM L7 B ED) 13RO EBY Th o7,

S R P
) o TR e 2.22
FERMEMACTE R 3L & T O IR (1. 58~3. 13) <0. 001
FERREMACHE T T A 7 199 <0. 001
i (1. 50~2. 65) '

a) ~NP— K FTER U T T T (95UEERA)
b) Log-RankfiiE

18. ZEhEE
18.1 fEFMR

V77 7F 0% DNMETEHRNAZR U A 7 —BIZ/ER L, RNAG AR % BH.
HYL, S, VT TFrERY T T UM
tuberculosisDDNA~DF I Vv OB iABEE L2, 2D & o
5, V777 FIDNAEGRGIEL, U7 7 B RIS L
THENTH D Z LIRS 721519,

18.2 fnBE{EMA

18.2.1 U 7 7 7 F 1% . Mycobacterium tuberculosis } OV
Mycobacterium avium complex (MAC) DERIRATEERRIZXILTY 77
YEV U X VERG i vitroblETEE R R L2,

18.2.2 V777 F ik, ~UARDIM tuberculosiskk OMACHE EYx
EFMIKH LTI 77 v BV KO IBROBRRZR LT,

19. BB ICET HBIEFMMR

— M4 TR U 7 7 7 F > (Rifabutin)

54« (95, 12£, 145, 15K, 16S, 17K, 18R, 19K, 205, 21, 22F, 242) -
6, 18, 20-Trihydroxy—-14-methoxy-7, 9, 15, 17, 19, 21, 25—
heptamethyl-1" - (2-methylpropyl) -5, 10, 26-trioxo-3, 5, 9, 10—
tetrahydrospiro[9, 4- (epoxypentadecall, 11, 13]trienimino) -2/
furo[2', 3 :7, 8]naphtho[1l, 2-dlimidazole-2, 4 —piperidine]-16-
yl acetate

5373 1 CylleoNy0yy

53k 1 847.00

PEAR - RETREADOM R TH D, RELIFIA X ) —VZRORET T
<L F = UIRREETFIC < KBTI vy,

(b rEE
HsC

HsC N

\‘\ ‘\“ H
Hs«C H H CHs

W& : RBT

22.
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