B H . 20074201 H04H

B HE: 2009406 H08H; 2010F06 H04H; 20114E07H17H; 201242095 17H; 2013401 A
30H; 20134F07H02H; 201406 H04H 5 2015403 H26H; 2015411 H07H; 20164F04H21H;
20165E05 A 11H; 2016511 H11H; 2017803 H16H; 20185028 12H; 2018407 A30H ; 20194F
08 HO06H; 20209-09H09H; 2021403 H17H; 2021405 H12H; 20215-09H03H; 20224-09 H
06H; 20224F10H25H; 20225 10H26H; 2023404 H24H; 2024401 H31H
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Y4 Voriconazole for Injection
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(2) A kL2 el D> R 3 10 2 B A ILAE

(3D XoF aURE TR 24 FF) S R TR 51 S 1) 7™ AR 2RV ke (U e SR BR IR
Geo

(4) LTI T e ANl ] 11 Jes 51 RS ™ ERJRK
A dh R Tt RedE . T REEUDE dr 1 R B E IR T

Ty e 52 e e DR 325 1L T RS ARL(HS CT) P 5 s S8 TR 2 P L R

[Hi4%]
200mg

[RZEAE]
1. Bk 7 B B il
BHE
RAGEFH P07 il BB S AR IS 4% 24 R AT AR P

ARSL R BT I S F - 19ml RS /KBS 19ml GBI S (9 mg/ml [0.9%])i# i &
20ml FIPETEVRIL RS IR EE DY 10mg/mle AR TCIEAR BRI AR BT, 57 25 0. 4
AL ARAE 20ml JES 48 CIEBZMLIERN 82, PLORIEEREER SRR (19mD 7ES K
Bl FAANTEST (O mg/ml [0.9%]). ke 425 20 24k B 22 25 0 K T g o

AP BRI, R SRR 9 57, WAHEE . ERORLI A REE o

FIZGIT, Qs RVRAE A% P /5 BN BHERE (1 IR P O IR), &K EAN

0.5~5mg/ml (AR FREWEVE T -
Vit

RALREMEL IR LA =T 5 mg/mL WK, WTERTEZT 1 2 3 /NN Bk, AR 10

mg/mL RS FRMER BE— B MR (AT DR R B VUL R 30+
1. iRIEEFAE, HEMRE 10mg/mL (R 7 BSR4 BT 75 1A

(W D

2. IR AR RO R SL R A6, 75 M\ AR m i R W s M 2 /D R A AR A A
Mo ZAIAN 10mg/mL AR FEMER ARV 5 Ay A S L o) S (AR R 711 2 ] {8 245 ) ) die 2%

WEAT 0.5mg/mL 1 Smg/mL 2 [&]

3. A EEARR RS SR SR, WO RACE AR ST BB B 7RI R T 75 AR AR K AR AL

RGN R B . BRI A BRI .

AR ST B A 5 24 NG 1)V VP PR A T P e RS R Bk /N 3mig/keg,  TRTERR B2 1 22 3 /N

£ 1 P& 10mg/mL R MR ZE R KRR

hE 10mg/mL AR FER I REE
(kg)
3 mg/kg HIE 4 mg/kg 7 6 mg/kg FIE 8 mg/kg HIE 9 mg/kg 7B
GEEO B OO € %9 GEEO GEEO
10 - 4.0ml (1) 8.0 ml (1) 9.0 ml (1)
15 - 6.0 ml (1) 12.0 ml (1) 13.5 ml (1)
20 - 8.0ml (1) 16.0 ml (1) 18.0 ml (1)
25 - 10.0 ml (1) - 20.0 ml (1) 22.5ml (2)
30 9.0 ml (1) 12.0 ml (1) 18.0 ml (1) 24.0 ml (2) 27.0 ml (2)
35 10.5 ml (1) 14.0 ml (1) 21.0 ml (2) 28.0 ml (2) 31.5ml (2)
40 12.0 ml (1) 16.0 ml (1) 24.0 ml (2) 32.0 ml (2) 36.0 ml (2)
45 13.5ml (1) 18.0 ml (1) 27.0 ml (2) 36.0 ml (2) 40.5 ml (3)
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50 15.0 ml (1) 20.0 ml (1) 30.0 ml (2) 40.0 ml (2) 45.0 ml (3)
55 16.5 ml (1) 22.0ml (2) 33.0ml (2) 44.0 ml (3) 49.5 ml (3)
60 18.0 ml (1) 24.0ml (2) 36.0ml (2) 48.0 ml (3) 54.0 ml (3)
65 19.5 ml (1) 26.0 ml (2) 39.0ml (2) 52.0 ml (3) 58.5 ml (3)
70 21.0 ml (2) 28.0ml (2) 42.0 ml (3) - -

75 22.5ml (2) 30.0 ml (2) 45.0 ml (3)

80 24.0 ml (2) 32.0ml (2) 48.0 ml (3)

85 25.5ml (2) 34.0 ml (2) 51.0ml (3)

90 27.0ml (2) 36.0 ml (2) 54.0 ml (3)

95 28.5ml (2) 38.0ml (2) 57.0ml (3)

100 30.0 ml (2) 40.0 ml (2) 60.0 ml (3)

VRS AR S B N TE B B I SR TC R TR ). BRI, ARSI RS, FRRE IS W AT
RIAEF o QSR SE RIS E, 7048 B AT B GRAT I T RN S5 R e A & 5%, BRAFAE 2°C 3 8 C R
T, BRAERAET ARSI SRR RO A ST AR, S WARAF I (B AT 24 /e,

AR FREMER] DR R 2103 SRR RS -

9mg/ml (0.9%) &b ENE SR
277 FUER N SR
5% % B AN 7 LR S
5% %81 2 BT 0.45% SAL AT SR
5% T 2] HRE
A 20mEq SR 5% %8 & B SR
0.45% AL NS TR
5% 11 ) HE AT 0.9% 5 AL ENTE SR
FRAL W 5 AR I A ATE . S TSR,
RS
2 LA T Y, EHE AN E IR (W Aminofusin 10% Plus) 7E [F]— B Bk 4 iU i
[ IR o ARS7BEME S Aminofusin 10% Plus #IFEANAAZE, —#1E 4 CHEAFE 24 /NI G AT P2 A R v
TWORL. AR RS, FOER koM % o] e nT F T e 29 R .

I 975 ) it AR U A P RS SR U 6 R - TG AR ST B MR YR 9 B S 2 1 B A5 2580, B e A L i
B MURE AR IAE (2 W CRVE A R 1 A0 (3 B I ) 35093 RIS 2 % F 48 F A [R] i od i
A ity 27 LRI ) ot BSOS P L IO A 4 AR () B R

LEIHAVE TR : A A T AN TE T A ANE IR, BT B AN A (1 os . R
I 2 B AT, AN IR A S A A R )

A AR 1 FH 4.2 %ol R S AT TR RE o

2. FIEM—KEE

A S E B K R AT SE T AR R 10me/ml, FERERE A ST Smg/ml FIREE o & ki i Tl B fe s
RIS BRI 3mg/kg, BHIIRVERT [RIZ0 1 28 3 /N,

PR B P AR SRR AT A TRk, VR AR 1 & 3 /Bt . ARSZ MY ETFIAS T F
TE Bk HEE .

TEAS AR AL BE YR Y7 BT BTG Y7 H B L M 0 0L PR DT, A A R I R o o R R I i
SRR AL T A IE
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BAR%

TLILFR K IR 2 IR 24, 55— RIMLE T8 IR S fms ) i, A 24 IR FE 0 T AR A IR L .
FH T R FR RS () A= R BEAR 181 (96% )5 1EAG I PRABAE I 11 IR RN F Jok g v R Ay 24 77 v ] DA L 48k

A A AN 50mg F1 200mg )7, Fl 40mg/ml TREH .

3. HEEFIE KRR IT ReLkntE
BAKRBDE (12~14 F HAEE>S0kg; 15~17 F3F) KEENE:

(il e pas mpild
A PR B >40kg* HBE R E<40kg*
A E GEH | 812 /A2 1R, FIR6 | 8 12 /MFEE 1R, &8Ik | & 12 /NEEZ 1 IR, &Ik
FiE 14 24 /N | mgkg 400 mg 200 mg

Ej\
é’i%?ﬂi PG | HBZ 2 IR, SR dmgkg | FHAZ 2 K, BIK 200 | BHZZH 2 K, SR 100 mg
FHZ45 24 /N LL mg
)
SEH T 15 ekl b

MEPRE S SHIN L]

TRIT FRSIN AR R 38 F 26 5 T PRI R AR A I 25 SR e R B & 3R T I TR
W [EZEFE.

K2 T REA T 6 M H . X T 6 AN H UL BRI EIATT, RATFAIAUSE 3R 25 5 KU .

AR RN

EAE AR AT ERE A,  BR AR R 7™ M B A AN R OB, FERRE 3 BAR N 5 S i
BUWFIE, S0 IARKRMN] A EEFE].

W BEIRIT RPRAE, TR 25 4EFER S v IS 25 H 2 Ik, Bk 300mg; 14 #H<40kg
s, FIERERNEH 2K, IR 150mg.

W BE AR 2 LIRS BRE, TR 25 4EFE 7 & v DU S0mg, IR EI & H 2
W, BFR 200mg(fk FE<40kg B, WEEEH 2 K, &K 100mg).

WRHTHE;, EZIF Lo

25 ~<12 ZUTFHLEMBRGEETDFE (12~14 5 HAEE<S0 kg &)

M%) L E AR RS R, RS BRI, X e AR (AR ST BRI 75 5 5 ) L AR

el
HEFER T R R

H Ik F R
Bt 7 12 M) 1K, IR 9mgkg | AREI
GEHTE 14 24 /M)
YERraIT RHZEZ 2 I, B8 mgkg RHZZ 2 K, B9 mgkg (i
Y HZ 24 /N LU KEVGRE 350 mg, FH 2 70

HUE: T 112612 B ~<12 LRl LEBE M 26 Bl 12 5 ~<17 B Gkl i D B FH KA 280 )%
PANIESE

VGBS VAT URIR )T, JF H RIS W] R R A I A5 18 D R id e ITE R,
8 mg/kg KR LN AR SZ FEME B 5 K202 9 mg/kg 1 IR AR S7 R M2 O £ o
JUIE R RS T TIREFAIFT AT MARAE ) LEE A EEAT R BT A 77 (0 A P 2 2k

24T, L3270
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WF5t. HRER|LE B 1 B il i e Be i, RITE ) LE MR AT B S N B AN R . R
AW 2~<12 % 1 LERF K O R TREAE T .

T RMEDE (12 F 14 2 HEFE>50kg: 15 217 Z{FTHE) , ARI1FEMEN 1% %
NFEEZ.

FIE B L #H[2 £<I2 Z]FIFZFEEEPF12 7 14 2 H<50 kg] )

SR BB I N R AR, ATEIR 1 mg/kg BINF R U SR EHIE A f ok IR A 350 mg B4
&9 50 mg). W B TR 32067, WHZME 1 mg/kg BRARFIE Can SR a8 A Bk E IR &
4 350 mg B FEME A 50 mg) .

WA HF I BB D REAN A1 2~<12 % )L FE B % B A S b AT 95 o

RN %) LEE A ) TS

TR I 24 MR A 2 R T4 EL PR FH 25 KRB KT 100 Ko NAR 12 28 14 B B (IFD I &
A XS R T B 4 e TS FH 26 R B0 CRR 5 P 40 i k2o B S e 3 52 D o A 24 S s P il B A% A
YIHirE £ (GVHD) RS, R J5 I i K T F 25 R E0H T RF4: 4 180 K.

A&
FESF A PR TR 27 2575 R 56T 4 2507 AL 85 WL LT BRI 4 257 ARk .

BT FFEERT ]
Fef A E iy PR REG: Hh o6 AR ST R A T I 1D RL 180 R )22 A PR AN T 25k AT 78 73 B
T 180 K (6 M) LAERMRSLREMETI 6 M, 75 A7 40 PP Ad 28t 5 XU T4l

AT P4 2 [ e ) J- 6 9 AN T

T

SFFTRA, E =97 EUR AR T A R AR, A UG R . R R AR T A
FASRIAE, W20 A5 F AR ST R me LA K A BRI B A 2540

B I 2] 197 i 1 5

IRy a R, SRS REME Y DR GEREFI SR R H 2 K, RHR 200mg 3EMEIREH 2 X,
FFIX 400mg (PR E<40kg HIEF, FIEMEGH 2 K, ®IK 100mg BEMEIRH 2 %, &K 200mg).

PRALFEME R 38 G SRR AT VT & o i SR e A P B, R USCER ST RE M 1) 11 A 4 5 7 it A
H 2 &, &% 200 mg BIMEIEEH 2 ¥k, &K 350 mg (fkE<40 kg FIEE, FEMNEH 2 X,
X 100 mg #EINEIEEH 2 K, &K 200 mg) .

SRAEFAS A R W R ST REME (1 4k REF S IG I 2 AF 12 /NI 400mg 1T AKIEFAS (177 B>

50 %, BIU/DF) 300 mg B H 1 KIS, (R EEMET SKIEFASBCA . 15 AR S BRI IR N
1, MKAETAS N S T BRI

4. ZEAN
EAFE N L AR il BRI 75 R 2 7

5. BEUIREHE
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ob R 3 8 B Th RS RERS (LB B R <50ml/min) (83 S AS Shint, AT & AR IR IR T 34
fHIRHIRE Y (SBECD) B, MREE HIEF DARGZ, BRI S bkd R KT ik, X
Rk R 2 D0 250 U)W W IR VB K, S S o 1 v B LR U T IREE 24

IR ST FEME AT 22 MVBGE TG RS, 76N 121mUmin. 4 /NS UGBTI AEIS /DY 25%, L
FIEIHE,

B Ik A 70 IR TR 7l T LA AR RS 4 (SBECD) £ MLBGEMT o 1035 B 2% 55ml/min.

6. HrohgeinE

BEFETEELEE (Child-Pugh A F1 B) ARILEEME AR AAE, (HYERFF R

H AT 0 o AR S B B T 2 R g v AL f 55 (Child-Pugh C) HIBFAL.

RO FREMEIRTT DR 2 e i (858 ORI A RIR AR M (AST) . WR IR A FEH 2 H (ALT).
LSRR (AP) SHBUBIRA RS TIEW RIS 5oL 1D e t8dndkwa K.

A RAE AR ST FEE 5 BT D e A i 3 A S IR R ARG O¢, Wi, DR ™ A Dh R
T3 N FF A it B oD 2 A8 R B

JFF T REAV 5 28 I P AR B 00 2002 1) M 0 2450 P B Y

7. JLER%
MIATE 2 % DUR JLEE B3 AR DAl A 1 22 4 RO 2301k

[FR&RR]
1. ZEMHE

J N FAR L R 1 22 A 1 O oK B —ANELE 2000 2415218% CRUIRHEZIRIT RN 1603
BIFVESN R TRB LT TR B 270 B Iz ati 8l e . EAR TARARE, BFEMEILR
P B, ETE BRI A T FC P G HIV R YL, O BR B A AN i 259 kL2

B AR A RRBGEEIE . K BB Wik, b IS, i, SMNEKE . BT
THRER A . PR A AR -

AR B R ORI B . FAE RS IR N 2 e AR AT AT, R
F IR Z 5

2. ARRPIFIZE

F 2, FRRZEWTORINER, B RAELEE 2 KAIH THIFRIT (1603 ) FT
B (270 %) BT 1873 I s N H LI BT A A R SR OC R AN R OB B AR 2 031)

KA ARE W (>1/10); % W (>1/100 fH<1/10); 2> L (>1/1000 {H<1/100); ZJ, (>1/10000
fH<1/1000); AEHFER (<1/10000); A%1 (FiEMCIBIEHERD .

TESRABZRA, A R AL 45 A ot 7™ 8 2 % P HE51

2R 2 P RMRSL R BB th RS A RS
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RERED 1RH R R Wy S AR
E'S >1/10 >1/100 E<1/10 | >1/1000 £<1/100 | >1/10000 < (THEM
1/1000 EREHE
HEWD
& G K AR G BFR BB 45 P
ES IR
RLPE . AN fi% R 41
P 5T R ) JE (SCO)
M CELREEE CfL 35 7
RFTE DR R A
SCC sl fifl
B *
i K ik 2 FIAMER Z 5 | B BETHRE R SR B I A Py
RGP A 140 IR | WL PEER | B
MR 20 B | ORI 2
YRR AE BT
il
P& R GIR FEBUR Fid U B
]
W o i R G B EIRDIREA FFIR R 2 g T
PRI 4. FURBRINEE | BEE
TR IE
RO & E R | ANEK IR . A L
ES/ iE B I IE
R 8 AR Z)%E - FE R
SRHR WOk, =R
BORPIRZS
TRMER | LI W ER R | KM 4 FFPER . H%
RIS W Wk ool | HEAAN R S, | R-ERILGE
NORSEREL WE| FEERA, fE. HRERE B
i, Sk PRI
TR L R R
IRAS BB | M © 00 D JEE 4 111 MAZE R 7. W | PSR,
FHZ LK i 8 £ LA
FIRIIA G R
HA U5
M6 2% 4%
R ik % 2 WrSEIRAR R
PRI H-nt
O JIE 38 B ENRCIWYE TR L RS | R R
I W LEd Wi, =0 LB
INSZIbURS ik, QT | et Rt
MK, = | SHE. KX
P Bl TSR 4
PE
1 5 ik R F bk 28 AR P R K
AR WREE &
WP RS B | DRI E O SPERPIR I 2R
5% 12 I R BAE K
]
FI0, 320
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REBES 1RH W W b, S AR
E'S >1/10 >1/100 E<1/10 | >1/1000 £<1/100 | >1/10000 < (THEM
1/1000 [EYSIE €
HEWD
B R4k | s, Rk, | B, HEAR RS % . AR
] G s R s iR | & &K, T
2 “HeR. WmE
Ky EHR
JHE & g | Aohaeke & | sE. IVHRAR | s, i
] W PeBEE, R0 | K. IR,
FRE
Bk KT | BB FIBMER S L | s sci-Zie | PEMERAE | A A
YRR R BREE. & | LA BERAMRIE S\ 25 | BRI,
FEL AP (Stevens-Johnson | ¥ B £ W 12 wH, &
syndrome [SJS]) PERIAN I 2 | BERESES
5. obEE. % A4 B PERER
WL SHE. o (DRESS) 8.
B . B | MK
FERE . BRFERE | JetbtEmibm
2. g . RERR I
ht. 2T
PR HRJE I
i INA k= GEL KATHR 58
e I 4 o i
AV
B WE B R SRR, | BANVERE. &
RGN JR AR B R
A B I | R Jg TR | R A SR
9 2] WAL & AN AN 154 W FE PR
Fift S o
HRE A I ALEF T M pR#FE S e A
IR ]
* P S RILAS B

U AL AT A AT AR PR R AR B

2 AHE G B LN R

3 IR AT LA

B RS R A I AT A o

S ALFEERARASBEMIA B AR

8 ZH IARRMBY F i F

T bR T RRAMEE . S0 DERFE] .
$ 20 DESFH] .

O L IV PR AN 57 7 28 I R e

10 QARZGYNE I PR . AR O A R

WAL FEHE S AR JE KRN K
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Xt Frage AN ) S i i

LR -

ARSEFRMEAT R IR st T CEIAERAL B, £, SUE. COUE. (8. BERAE. IR
B SR BOE . IRSIZITE. TDGZIHE TADGIE R LS8 REGBER . M ST RE . PLEF st |
P CHAE AT SEAUEE ) 1R W PP 22—k, TR eE . KRZHAE 60 780 A HATEE
e, R IAT I RS SR BE SN o A7 UESE R W AR S R B B2 45 24 JR IR R LBk . LBE B 5
—RONREE, SEUSAMRERT R, B KIREAE . PUE R AT A5 R 0 1024 < RE A/ Bl
%K.

SIRARSL R AR FH B (oA 2 2 R IR TR, (AR AL NS 2. —Timt e, B
R S B R TE 1 AR SR Mo AL I ) BE PR R 0, A BILAR it T il AR Do JE L 0T T IR B »
=25 R WK R 1% . MM HLIE (ERG) JHH TR AL R i b ) FB e 1% &L - ERG [AZALAE 29 K
T N BCa R, (ARSI R e 2 R

bR AR A R FE AR

B S 3 <

I RIS T, ARSZ MG YT 0 A PR SO AR B W, HIX 26 5 3 B ™ R A, &0
T 2R 2597 i . RZHURZ BB EE . ARSL MG T IR 58 B 3™ = A R %
[ (SCARs), IX%E/™ 8 fig A0 55 s &% SCH- 208 2R G 4E (SIS, D WD, W R PR B R SEAA MRAE
(TEN, FNL), Z¥ I B WG R Mk 40 B s £ F 4 S PESEIR (DRESS, F0L) MZEHast (F
VIDNE SN C5=¢::351) DX

WEREHE ML E, P4 TINEE, mAmaidt e, WES ARSI R, S RBURRL ()
WIHERE. FEREFERERFA ML) 1R, Rl e KRG T HA .

TE K AR ST B MR IE 97 1) B8 35 TR A 2 SR IR T A e CRLEE B R LA SCC sl i) FOHRIE .
I AL A 2

1E BT e S PO 3] 5 e (—Fh 5840 (UV) FBTE R 24D & IFf8 I B2
JREEPE XSS (0 LERFEDD.

IR SEIS AT A H (IR k A

TEARST MR R S0 H A, 52 AR e 16 1697 AT 1R BN L3 323038 A
BT 15>3 x ULN R — 8 M AN R 304D IR R A 393 i 18.0%(319/1768) Fil 25.8% (73/283)
FEF I R A 25 57 5 ] B L 24 4 R A5 v A/ BRI A v o Ok

RZHMN e & R E AT RBEAENTKE, B ERERNREERE, GNEAERE.

TEA FoAth 7™ B A ) AR b, A RAR ST R A e B R OB, AR TEE . R AR
BT . KA FIRAS R FAEE K2 A A ™ 25 1) JE R

TEFF GG A8 F AR ST RV TT I a7 R A A D Re,  Wire Ry T BB ShRe =, R ™
WS, DABH R A TR R . ACE N A FE T IR SIS IR CRER AT ThRERLED .

5 R Ik AT DR 1 e

{8 RS2 R B KR T AR R AR I SR AR DG SR U B R BOEALL . R
OFNIEE W], PP RBR RO RV RS . R 2 AT UG ERE S R ZI P

T
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— kX2 AR R HSCT HAGHi AR R A2 I RIZ W2 28 1 J I (IFD (AR
ANE R BT B . XL 2 RO TR B AR ST R 5 £ AT TS HEAT T bR
Py, RSZEEPRAE R 39.3%121 3 FIA R F 4K AT 2, mift Al 39.6%[1%%
R A R I AR AT Z) o ARSLFREMEAG 50 111(21.4%) 5238 BRIV TT H L HFEAS R 34411
TRNE B 254, A R 18 41(7.1%) .

JLE

18 288 il 2 & ~<12 % (169 ) Al 12 2 ~<18 & (119 %) 1)L B H HWF T T R ST FEME %2
AP, XL RRETE G RARES EZ TR R R (183 5D ANRYT (105 BD. BEAMATE [F]
1 25500 H H @b 158 1 2 5~<12 I LI B I T ARSLREME I 2 4 . BRI S, JLE
B AR ST B 22 A 1k 5 E N AR I AR AL, . AR YT, 7E ) LEE B TR LS BT BT i (TR PR
RIS PR S A R MRA IR A mESE OLERE 14.2%0 A5, M+
N 53%). EHTEHEHEER, XHEREN, JLEEE P ERR NIRRT RSB m Otilga
BE). 22 BIFEAE 2 & B EE LR RIS I E 352 7RG, R T FAIA R R
(RREFERR SARSTREMEA 5D el R (1B, OHEERE (1B, BERE (D, fIHZ T
e (LBD. B S Q6D &2 ED s ASokM QaD. EliE#fE+F O ILEE
H IR A (R IE .

3. FEHEBEN PTG RBE T

TR BT O, Zdunstsid, YL T 2 aim pRi2 W™ 3R 28 M L B K
Gty e ] B N AR ST BRI TT 1 22 4k o 36 77 A2 B AR 2 K ™ B4R 28 1 L 1 IR e v 2
FNIL, FREZARSLREMIRTT . S5 62 B2 (80.5%) & T 182 HiliGy T LM A A R
e, Hod 90 Bk N 51T A YR TT R B A RS B S SR IO ARET IIAE (13.0%:
b 5.2% 5979 ARG RN (13.0%; AT 2B 5107 . KA R E R E s .
18 B2k (23.4%) MEMARFFBEE. 14 1% RE (18.2%) AR MEALET 1 HEk%
ANEEAREM, HYSHRITER. B 5 HIZRE (6.5%) EIRITERERET 1 AEEZA™
EARFM, HPA | MRS EITHER. 700%R8E (9.1%) ERYaET:, 54 76
ZRE (9.1%) EARAF AT ARG R IG (EAERE IR 0T, SL50 =40 A 5w A A dr ik

A AT R
e BEAUA N

FELG R IRAT LTV RT i, SR SRS RSOV AR LR, DUERR R IR I 24 i Rl 5 XU 2 TR
T

€359

1o AR 28 100 305 1 iy B L T SR R

2. AaZEibE CYP3A4 JRWIBLEAEH, AFERFARANIT . By wImkme, PEybOaR], DLEEFEHE,
o T HPRATTE 5. FONA R R 25 25k 3G s, 80 QT MM, FEH MW
A it A 1 = k0 B3 R

3. AL ST SR BSOS R ] S RN P SR 2GR, Rk, 2R ikiX
PIFR 25 E H

4, REZEIE SRR RDPF. KERZMELAM RS X2 n] fe 4 53 FRK
AWML ZGREE, Rk, AR5 SIS A

1077, 327
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5. AEEIEDARERE S 400 mg (FFH —70 BUE S ERKAEBACEA A . 2 ik
() B 187 FH S 77 B PR AR R 4G S AR SR, AR ST R () i 24 3% B2 32 25 B AIK . AR 7 R Mo, g Sl 25 38 o
WAETFHAR I ML 259K

6 AR EFIENAFEI T (BER 400mg K& UL L, &FH 2 %) BREATH . @S2 E [F
IS FH R RIS 5 S AR ST R, AR ST SR (1 I 24594 i 2 PG

7 AL S Z AAEYBR RSN, BiEEANG. A M. Z AR
J9 CYP3A4 KRV, &6 22 MKW 25K FE vl e 2 18 a8 M .

8. A%k CYP3A4 JiE4) Naloxegol & H, IR FRME T e 22190 Naloxegol ¥ Ifi 257k
FE, XA RES 51 R R R AL .

9. ARMAE I SR A H, BUONE RS CYP3IA4 57, (R FEME R B2 B35 38 ek
W M2 EE, FFEGINAS RS R «

10, AfES bS5 &R TG H, oW R R E g meEhrui ek &, mnlaes] K=EA
R o

11 A AR IEAE TG40 F 4R 6 e I IR AT R g b B S5 & - BRUONARSE FRME v R
& 0 35 T N A4 2% 0 o 1) XL 2459 52 388 T e Y45 A 2 0 1A ) DAL o

O

[EESENR]
1. EEUR N
L RN At P 288 24 W ied B TR P A i
2, JTHE:
FK 25 1T R AN B 6 S H .
3. DI RS
RILFEMES QTe [V HIIEKAT 5. CATHRIE DB A 5t 1) 88 R AR T ST e A =5 10 )
T XL R A R R R, Bl Sz B ORI AT Y. DR K
PR T ()BT A P LAt P e 2 5 R ARt AL A M o B T 25 . DRLRAE AR AT O 2R S DA
R EFE PR E ARSI R, 4.
o JERIEBGRAME QTe ALK
o LAUF, HEAEH BIAFAE D SIS
o FEMLFLLE
o AR LA
o [AINHEH CANRERE K QTe [ 254
FEAS FH AR 7RI TT 1T BIA Y7 JTTA) S 22 M 00 L PR BT, AR E IR AR L AECA38 IR I A I
i S5 R Ao 25 L U S 2 I
— IR Bk TR EEE AT 4 5 E N ER SRR, KRR ZAE QTe
[ 500 =0 GE: RAERKRA BRI oK E) KIS EMHKBIE ).
4. FRRKREEAE RSN
FEAR LR M K7 2 A FH I R v o O B KOV E A OC S B, R BRI DA o BEAR R AE
AR ™ B B L& T 5 2
5. FFEfE:
TEImARBE TS, ARSZHEMEIR T H A ™ E AR RN, (AR, JE ARSI R 2K
PRI ZESE ) o JHIE SN I 0] 5 SR A AE AR AT ™ BRI (RSO oD . —id

H
=
=
b=
b
w
N
b=
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PEFFE SR, BLFERF 2 ATBE, Bl DUR AL C A e e R R R B H . @ F 2 )5 DhRe
R
6 WS AFhAE:

EB PN AR ST REME VR I INE 0 AT A0 W U AT 7 o 1 R M) IS B A5 E T U AR ST B8 7 N 3k 4T
FFIHRESRIG SR FFAE R I TARRESLFEBE (AST) MNZRALEBE (ALT)) JEH
—MNANEDR R IR T A ROZ T, (E R R - RSP A i VR 9T RS
T, GRS R WL, A A AR AT AR R H — IR BRETEIRIT W LA AR IR YT R ORI
B S A 48 06 200k R W W BT Zh B, DA e 26 B 7 i (O AT IR o I 6 355 T R 1 S 56 5 DR A
CREl 2 DhRER B AL 3

R FF IS 2 R I FR AR S T, PR AR VAl B3 IR - s JE D R 4k 4 F 2, 5
) A5 AR ST R

78 ) L AN AR N 75 HEAT HT h A M .

7. PR

JYFEMERT 28 RIHR ST FEME N AL BE DI A A2 M0 AN 2 o 5 08 B R AS B i R AR LR B
I, AR . AR KA AL SkoK Bt . dn SES R T 28 K, IR ThAE,
FEALERORE . LT DL S it
8. BHEA B XL

A3 38 FRE B N AR S T RE R AR B B I . B AR BEA YT IR BB T REAR A A
BB G851 2 ek A I R ThEE IR 1B -

9. WSM'EThEe:

A SIS 75 ZE I ThRe, HorhaFEsuIe =, KRRl L .
10, BEWFRARThAE:

AWM ERERE ngiogzdirr, EnTapee rEs, tHEILHE, £
P22 AR ST BTG T IR S 5 D) ST AR AR T A . 8K PR 100 T T LA 5 R M ot 7 s o e g ol
.
11, EERADS R RPL:

TEVRIT A T RER A G R A A B L AR KOS, (SCARs), AL s 3 SO -2 b o B fiE
(SIS). W MR IR FEAAMBSE (TEND . 2547 S5 S 8 PR 41 i 48 22 A 4 5 MEE R (DRESS)
IR LS, MF S EE, 5 HnE, waiEs,

12, JeEfk:

UeAh, ROLFEMEEIEEA G, EFRERE. PR I A 5 R P I IBORE 55 S o
CAMELRIG A H N (—F5 UV FEEEHECHZY)) B RS RS . 55 UV
BOEH SR HA 25 b B AT RE M BZ RS . EUUTTE B CRFE LD RS BEMEA ¥ 10 a) 8
G HCEST, FFHE 24 R B IR s B R (SPF) (1487 PG A5 4 it «

13, 5 iR

TERZ M 250 CELAERAR TR AT I 3 b S sl nr vk B E R Th REA Ayt 7213
MR 2G4 A FH AN & B o SR T B 1) R b O B IR IHREAN a8 . 7615 B e 259t R A
FA R SRR RE ) B, 5 BRI REAS 4 5 Wk 241 B e 0 1| S BT A il o 0 ) R [
L H v, AR ST REME T X EE 24 () CYP3A4 AR, X 1] A S350 7 K il o o RS 1 i
Hil L D29 EAEF Do 2[RI AR ST R 7 o 8 [ B ) s vy, B 2 B TR i A HE R b
BANMERE 4R R LR T A 4 1 HRIE
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Xof T2 52 AR ST R 7 J5 2% [ e /LB RN A 5 J5R 285 7 2, 457) a0 A 1 2 AR 8 R B Joi 2K [T )
KR IT BB, NIRRT IR A AR S R e s ) W 0 IR SR oh e RS (L [ 2544
TERD. B BE R SE A MBS LRI BEAS S AR AERRE IR, SFR R g LRI EE
14, KEBIT:

XFF 180 K (6 MA) LEMKIRE GRrskimipy), FHAr4iiral e 5 )T, Kk,
BRAE NS B R A BRI e R FE e (W DAHERHEY M IR D. oA KT
PR e A DU P2 AN R 40 -

1E— g e M RN I B T, O RO B K VAT o R A I R IR 4T e (SCC) ()
8 B B JE AT SCC BRI ) (G . Wi B RADCEEME RN, B RS & LR M i% %5 Eis
ARST AN FH B AR BT BB 2900, K BB 12 S R DRt . S 7 b B AR kAT L2 I A A
A HCER AR AR e Az Ak S P AR ST R IB LT, T8 RGN BEAT B B A Al . iR
BS TR R AR B R R R A s, A% AR ST B

TERMEEE T, O R B 5 A IS RO B BR B T o . R B il S
SRR EE IR R — BN E BRI AR R, AR S 2 R UG 5 AR ST e
15. JLEHZ:

ARGHTE 2 % UL LEF 2 &R MR (S0 URR RN Y A DRRZELY - 2548
BN o ARSEREMEE F TAER>2 S )L 3. e L AR R s iR s e (L DR
RMND. JLEAREAN T BN ThEE . WA R AR ERR KN 2 23] 12 LR JLEEE
W, DUIRAEDIFI A A IR SXFES T, UGN AR ST R

JLEE ABEP R TR T . T O H & SCC RIS, Rk %2tz E# A
BERBU AR R it X T e (B RS RD (L, B % R
RS AT B O 2Bl (RIS AE A 1IE3R YT IR ) -

16, FiBh:

WRRAEIRITAHRA R B FATEEME S & SCC /™ # R Pk S i 7 2 ml K AR i e
TSAE RS ), 252 FE 15 P AR 37 B M I FH B AR L EL I 2590
17. ZRZ¥E (CYP2CY JEHFIE CYP450 B FHD:

AN i SRR 5 IR A Y, AU R B 0 R IR S IS, S S U ) S S R
18, fKIEHM® (CYP450 FFHA; CYP3IA4 FIHIFIFIEM):

PRAL RS KAEF A& TR, RSB AFE RSB 12 /NS 400 mg, TKIEFHIEM
FIE N 5 24 /N F] 300 mg.

19. Glasdegib (CYP3A4 J&EY)):

RS MG R 228 Glasdegib HIIMLZG MR EE T+ H48 0 QTe A RS (WL 2598 Ak
AD. mEARGERR G, B HEE T ECG Bl
20, BREFREEFNHIF (CYP3A4 RYD:

RO REME 5 25 CYP3A4 AR (1 T 2 R IR 351 5 FH I S 2 S 550 2 R R A 590 1) I 25 9k
FE T ANAS RSN JUS (3 n ann SRAS B3 & FH S 8 LSO/ T el R T o 55 (4 7 i I Rl A7 2%
DIdig RN L L2 EAER D,

21, FFEARTT (& CYP450 HFFH)):

P PRS2 1) 0 4 i A B AR AR AR VT AN RS BRAERIR T8, 75 D) ik 4
[ B 92 R 3% T o 24540
22, FFEHRTF (G& CYP450 557 CYP3A4 HIH|RIFEM):
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AR FEWE R 2 38 G SRR AIFE I 5 (100mg B H 2 A F,  BRAEXT B 1R 25/ A Al IE
BH B AZASE AR ST e
23, {RAEZTE] (CYP3A4EY), P-gpEd)) -

ANHEFEAR ST R R AE SR A, AR ST R M T3 2 I 85 388 Ak 4 55 =) (1) 25k P
HAre TEARA L, ME A LN B .

24, EVPE (CYP3A4 JEYD):

MRS FEMA R, FEEDISMEDINA RN, G5 QTe MK, FAL
FRALFRWEE FHI, SEVDERRI M 259 E T . 7T e TR ZE FRAR SR VDR F = .

25, SR KA (CYP3A4 HIJEYD):

SRS RS R, R Rk D BT 2F R e . 25K JB R L e 5 R 25 OK 8 45 4 28 A3 Ho s it
CYP3A4 ARUIAE T Fr 28254 (naF25 K)2) MIFIE. SB25 K8 SR EME I, ks
WK 4 £, —TUBSIRFARR R, SRR F AT (25 K JE 145 AUC o Ft i, BRI AT b B
DI BT 2R ZGAR AN RO, CELHE K LI s 4 1)

26 KRUFTRZH (CYP3A4 JRAD):

SRS R, N5 RE BRI PR 2 i A1 At @ i CYP3 A4 AU KRBT 25258 & nT
WD BRI, R DI 2R 2 AR DRI AS R o
27. AR (CYP2CY, CYP2C19 Al CYP3A4 HI#5)):

e RN FE U IRAR S BE e 5 T IR SR R B ARST R Crnax AT AUCT SRE G WA 2
B AR AR ST WA A SRR Mol 71) 1 B 4 25 40056 DAY I 52 i ) 7 ¥ o A1 ) S R M 5 3 8 P AR ST R e
B, GRS IR ST R AR D A R o
28, ikl

w

AERL S 221 mg 44, AH4T WHO HEFE IR H B KRR 2 g B9 11%.

1 T B g

e TR AR S T RIS  CRHIS 3,200mg % T ZE ARG, 247E 20mL
SRR EMAYST 160mg/mL, W UG, XAl RS Y A A 250 R (st .
TE IR FF R0 2 A VEDPAl B 0] 25 R T 1 T 05 PR AR 4 1) 22 4k

B0l T AR A B R, R EE T YRA LSS T, TR AEBE.
29, X EAIERENLERRE S IR :

FRAL R 2 BRI FH AL AR IR RE D T REA — B R . RSl RE 5 —id M. ari v e
WOUR, BRI O . AL G SR A/ B I IR IR I A 2B G A
B i TAE, o 2 g sl B A E AL 2
30. fRfG-FRJLERE:

AR AT REWE I FH T2 i i v S8R ) LR E

PrsGh, EFAR S RMEAEY, MAREEE, R, MR LR, W
TEZ SR AR SR mE,  BRE 2 3AIR PR 2, B A A A ot i ) LI AE o
31, LREHE:

8 P AR S R i 22U IF LA 2R AL, BRI M L IR HUE AECAES IR

B AN M ARSI SV B IR O MIEHE M IhaE U2 ohRems & flH
F).

32, ZiWMEAEH:
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N €2k ER(DED B

[ZE R FLE L]

A
H i 1 70 2 9% O SR PP AR AR S R 2o b rh A P I 22 4k
EN S SR A A AT AR R, (B A AP A S RS 1 R A
RSLREMEANEL ] T 2210, BRARXTRER (0 2 Ak S 25 KT XA LI A 34

BRHEZ
B SN2 N AR ST R WA S ) 75 SR B A ) T 2 £ i
W P &

TG AR FREMEAE FL i WA BERE o 4T AR A5 P AR ST R MR i 25452 1 E I .
HHRES
FESIBTFE, T SRATE SRR o< BB g 32 4

[JLERZ]
2~<12 ZIJLEMEBARETDE (12~14 ¥ HARFE<S0 kg) LLRFDE (12~14 % HiRE
>50kg; 15~17 4 WG ML, N ERITHEERFIENH, 0 URZEAE]
NSRS
ARGHAE 2 5 LR LEE P 1) e A MR B AR T

[ZFERAH]

—TZFE RGN, HEZERME (265 £) 1 Cunx M AUCT Bif FEER B
(18~45 %) 45l 61%A1 86%. {HfEFEEFE LM (265 %) I Crax M1 AUCT S RFR L0t
(18~45 %) LREER.

BT R IR A 27 R, W70 PER T I 2GR E 5ER 2 MR RO FEM:

TEARRR B H I B TP R e VAT, DRI 32 47 R0 B AR T 75 TR R =

(A EAER ]

PUF AR S e 5 HoA 259 A BLAE FH AN E A R 2L A8 EAE

ROL MBI A i (0 3R P450 [F) TEGACHS, JFHmI4 iR P450 [F) TEEH0WEME, G
CYP2C19. CYP2C9 Fl CYP3A4. IXLL[m] T-Jif iyl 71 55 370 mT B8 20 o) 3G v B PRI AR ST R M 1)
I 253 E , DRI, A ol BT fig 2 16 il i CYP4S0 [H] T EEAQ I 4 5 i i 25396 2, I 2 85T CYP3A4
RGBT, AR ST B S —Fh Ak CYP3A4 $HI57), (H AUC RIS B R (W
).

B RS AE B, 259040 ELAE F (i SO/ A8 R o 9 1t B SR kAT - R 2RI R N 4A 25771,
FIXIOAR 200mg, & H 2K, HBEIAFIFRASIRE . XUHFFEE ST HA N HAh 45 25384270
e E5-9'8

IEAEAS F RB A QToe (A HAZEK [ oA 254 3% 75 TR AR S et . 5 4R S7 FEmde & F I, @5 CYP3A4
[FTHEFA M 259 sz, £ T . YAl TCSE R AR A & ) 253k Bl
Reotm, B, Z8bXmMAYE .

YA EAERIR
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R 5L E 29 2 MM EAER R TR (BH 1 KA“QD &R, #H 2 IKH“BID %
N, BH 3 IKHACTIDRR, K#EHNDER) . BRI NFSEFELTT 2R TS SH
JUFRAT P IME ELAE ) 90% B S X A E, AT 80~125% U2 M), Z F()EZ E(1). RS (*)
TR “HZ A MEAEH. AUCT. AUCt Al AUCoo73 AR5 245 1A1RG . AN 2230 Iy ] 463000 2]
It t [a] AR R BTG 75 B 2 28 R T A .

LR AR EAE F3Z N AT R G & I S B R N & AT 5 D) B AR A

BEYIAEIN; SRR BB I EM AR, B REAEIRRIA T 32 B .

MBI
[ EZE/FDLH)

A EAEH
JUATFI9HER (%)

RKTBERZ KN

BT KR, FEYD AR, DUBESE
e, ZRT, RFAEI0E MR H
&
[CYP3A4 /W)

RERGWITT, IXLLZ5W) i
IR, 2 QTR BT K,
FF HABTT BRI A R = k0 sl

ZibaH (R [#R] )

RO AT AT Z KL
Chn: ZREER%, HZRE)
[#HCYP450 15577

ARG T, RGP RK
R E RGP T RE 2 525 PR AIRAR
SRR PRI 24 98

RAEFAE (—FhARA T o % %
it 4D
[CYP450 15575, CYP3A4 #I#)7) A1
Y]

i AEF 12400 mghF H 1R SRR
200 mg i H2k & H”

®AEF 18300 mehE H 17K SR 7 B
400 mghE H 200 &

WAEFE Cmax T 38%
WAEE AUCT T 44%
FRITFEME Crmax 4 61%
fRILFEME AUCT 4 77%

LB HKIERRAME (600 mg,
H17%0

1&3”53'%1@ Cmax<—>

KIEFE AUCT T 17%

5 s AR ST FEMEAR L (5200
mg, FH2U0 ,

RILEEME Crmax T 23%

R FEME AUCT L 7%

2B A R TEARHE & R SAn v
FF400 mg, & H 1R &7
sERKAET R ER A O
[(#=1) .

T LUR A I AR ST e ] 5
WAEFAE A M RS 4
FEFI 21N E]400 mg & H2

W MR AEF 7 i 2
fFR300 mg FEH K. 15 AR
SLEEMEVRIT RS, AKAET S
MARE BIHAIGETIE UL LA
FHE] M [FEEEH]) .

F AN (BN f e —
AEMANE)
[CYP344 JEY)

HARREZH T, (EARSTFEMET] g
fei 22 A A= DR ) I 24 U BRE I vy, A
3.

B hr v REREIIT, EHREWRTRE (ZEEH (B [RR])
[CYP344 &Y S W B I B U R 0 L2
Naloxegol RAEREHT, BARZEMERTRE |2 EEH (0 [#E2]1)
[CYP3A44 JEH)] 2x BN Naloxegol FIfM 25k
B
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Y BIR A EAEH RKTBERZ KN
[ AEIBLE JUT %3 (%)
HAEATT O R i e ] At R S e

[ #HCYP450 1527

X300 mg, &FHI1K.

X300 mg, &HI1K.
(SRILFEME R, AR FEPEY
& A IR350mg, & H2%) *

%300 mg, HHI1K.
(SRS HEMA ), AR MY
B NER400mg, BH2K)

ARSLEME Cnax 4 69%
fRSLEEME AUCT 4 78%

5 s AR ST FEMEAR L (5200
mg, BH2K ,

RILEEME Crnax 4 4%

RI7FEME AUCT { 32%

FIAEATYT Cmax T 195%
FAEATIT AUCT T 331%

5 B AR ST FEMEAR L (5200
mg, &H2UK ,

TRILEEME Crax T 104%
R AUCT T 87%

HHHREATT , BRIELAE A A
KT

R ST S W ) ¢ 35 75 6 T )
5mgke (FlkiES 2, FH
20K 5 BERR 200 mg,
H 27038 2% 1 iR350 mg,

fFH2IR (MR E <40 kgt 35 N
MEER EAR100 mg, 45 H 27k
B4R R D R200 mg, & H27%)
(R [HERAED -

A AAEAT T 5 RS R IR
I, R CER D) I AR 4
YR TN S MARATTT A R
AR CHVEERR) .

FlHEF (K600 mg, #FH1
Q)
[ #HCYP450 1527

FRILFEME Crnax ¥ 93%
fRSLEEME AUCT 4 96%

3= Q@I €95 )

FIFCASS (& ABEmHI7)D
[FERCCYP450 1% 577, CYP3A4 #1%]
FIRVEY)

=R (Bk400 mg , FH2

7O

{(i7ilk==+
oo "

(X100 mg , FEH2

7F|JT£%BEE Cmax %l] AUCTH
FRILFEME Crnax ¥ 66%
fRSLEEME AUCT 4 82%

FIFEAE Cmax ¥ 25%
FHEIREE AUCT V13%
TRILEME Crnax ¥ 24%
fRILFEME AUCT 4 39%

28 AR ST e b e 7 R AR
F (FER400 mgE AR
fEH200 FRAEH OB [

21)

O3 G AR T R e 5 A1 7 A
M4 (100mg , FH2K &
F, BRAENT B B3R A XU VT
fiti SCRPATE FH AR SR ME

ESeAL L
[CYP450 %557, P-gp 157
%300 mg, & H3K.
(5 AR 7 FEE400mg & F D

— I ARSI TS R AR
B, mEEHE:

RSLEME  AUCo-0 ¥ 59%

kgl (R [#R])D

Fet

JEREHIT, (BARILFEME] g

ik L [£2])

[CYP3A4 &) 2 W INFCAR il 25 9R
YERFETL RUEMABATIIL, (BROLREEME | BE IR ST BEME 7 4 15 FH 4 5%
[CYP3A4 /5] IR Sy S s i N 1257 S E R 3 s ey il b 1 5
2 BEHERNGH L[4

21D o ERENTHSHM
], AUZIRAERIEALTIER
R 7R D Y AR e
SR U) I3 PR ARAE

FHEME (200 mg, 4 H 170
[CYP2CY9, CYP2CI9FICYP3A47i#)
A

FRILFEME Comax T 57%
R FEME AUCT T 79%
M Cmax ND
A AUCt ND

Tl A T8 5 AT AR ST WA A 0
A B B 2 AR AV B %5
WK 7% . AEAE SRR ML e 4%
A RS RS,
ARST REMERE R A A BN
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Y BIR A EAEH RKTBERZ KN
[ AEIBLE JUATFS%ER (%)
KEZ Y 8RB 3E e AR S R R

[CYP2CY LY A1 A(CYP450 1% F
A

X300 mg, &FHI1K.

X300 mg, &FHI1K.
CSRSREMG Y, RS RERE T
B NER400mg, BH2K)

RILFEME  Coax 4 49%
fRALFEME  AUCT 4 69%

HZYE Cmax T 67%
HZ AUCT T 81%

SRS FEMEA L (BRR200 mg, &
H200

[l &, BRARZAUE E R
Tk RO MR Z L)
1 25 E

THINEGL T R Z T 5 R
e F . AR JFE M ) 2 R =
WhNE|5 mgkg  GBKIRE,
FH200 , SR OR
200 mg, &FH23GmENE XA
400 mg, HFH2K (RE<
40 kg 8 T N I 1 R

100 mg, & H2x¥GmE X -

FRSTEEME Coae T 34% fR200 mg, &H2% (R (A
RILEEM  AUCT T 39% EHED) .
KR RILEEME Crax ¥ 39% WITE 3B G AR 37 FE M 5 SR
[CYP2CY9 FICYP2C19 15-Z7) RILFEME AUCo-12 4 44% FRNEH, RS NRAL
RALEME Ciad 51% MRS BRI T -

TR
[CYP450 F-EH)

CL A 30 35 /AR S e o, 245 9% 1)
E .

BN TE T G R ST R 5 U
MRAE R, R D) I RS R
A REH BT RS R (1

s IR 5 W]
AE T ZEHG AR ST R R 7

Lemborexant WMARBEAT A AN, (B2 | RO GRS R S
[CYP3A4 #1#17)] I3 5 % B m] Re 4 Lemborexant & .

Glasdegib REREI, (BARCEMWATRE RNl aH, BWEH
[CYP3A4/EH)] 221N Glasdegibff ML 253K 334N |HEATECGHN (A [ERFE

QTcIEK I A o

W) .

Pk RV B HO 7R o %
Je. EHBRE. RESE. EmE
Je. FHE. ERIAER. XD E
Je. REEBR. B, e
Je IiEFD
[CYP3A4 1Y)

RERZWF, (EARSLEERETT S
L4822 CY P AR 1 0 T R ik g
851 70) 0 1 25 9 B

IR RERE e L, R
M MR s AR R R
LERZEHE]DD -

Enr2diikzs]

EEEM (HAFRI30 mg, HARS7 FEme
AR, AR REME AR
300 mg, &H2U0

PIE A G, B I TR B
ZLFEKE] 1 IEH I AIFI24% -

LN 24 5 R ST REE A
I, A AL ) M U A F gk
Pl i S TR) B Al e
B, I L T A 7

Ho

[CYP2CYJEH)] JERGHTTT, ARILFEMERT fE
SN SRR MR,
HEHRETREAGY T 7T i 5 S50 10 0 J5 P [ ZE K
BN BEEEFEGTR, EEE
HE)
[CYP2CO FICYP3A4JEEHY]
Ivacaftor JUE MABATHITS, (BARSLEE | kD Ivacattor il & .

[CYP3A4 JEH)

W R] e 218 inTvacaftor ff) ML 37 IR B,
FEEEA A BSOS I AU

A5 42 VG T
[CYP3A4 717

W ARIEAT A AT, (H
oW e R TR T RE I, 4k
] RE N A V2 DL v BRI

SR AR /A e D B B £ 77
HZ A VLT BRI T5 15
B
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ik B MHEASEH RTERE AR
[FEEAEBLFY JUFEBERAL (%)
F e L] P RS, N5 R 2R
[CYP3A4 )] BHERAYIMA .

BRIEME (0.05 mg/kg IV, HFIE)

KM (7.5mg AR, BFIED

Hpbhok — R ARG (=t
e L )

1EEVR R WAL B T,
BRIk AUCo- T 3.7 £

HERFRIMSIHE R,
BRIEMED: Cmax T 3.81%
BRIEME AUCow T 10.3 1%

JEREWIE, (BARSLREMER]
RE AL CYP3IAMRB AT R —
IR M PR LG v, kT TR
SR B I K.

Ga A7)
[CYP3A4 1Y)

PP 5EE (CEF2mg)

A
[ty P-gP &Y

M O A e 1B A2 LR
HHAT R RIIT)

fli LB E (KO0 Img/kg, BEH1
7O

— IR E R RIS 45 R
M, HEEHE:
P 555 Cmax T 6.615
PP R AUCow T 1145

A REWTT, (BRI R R]
AE £ 3 35 RN 4 B ) £ i 24534
.

FE Cmax T 13%
HiE AUCT T 70%

M FEEER] Comax T 117%
TR AUC: T 221%

25 BRI e 5 7 2 R &
G/ €359 DR

AHEFFARSL M 5 IR Y 55 =] 5
Hs USRS B r] e 2 2%
B AE B =] ) 25 (R,
[ERFEHR] D -

HOAEIMARIGITH S
TFUE AR S e, 2 BCKE
AR AR, R
DA R ML . IR
ML 245 P PR 98 vt T 51 0 1
Pho 45 FA it J 4T3 5 7
IR MM AL, AT 75 2
AR R AT

M e AT FIRTT IS
T U6 AR ST e, @A
A B ] P 7 gk 22 DR S A
HAT1/3, HE AR 2 ]
P25 S . A vE 5] 25K
JE 3 Al R # . S
A AT T P A T
MIZGRE, G0 753K
i 5e 5L F] {7 i

AR 2245
[CYP3A4 /&)

FEM (H710mg)

— IR R ML S SR,
P A -

Conax T 174
AUCo T 3.6f%

FEH
F

SRILREMEE I, N5 RE
RFE S AN HARIE L CYP3A4AK
UK AT P 2R 254 (n Ay
WD IR, o BN AR
M S5 ] SR 2 A R ) —
AR

EWW (FKk32~100mg,
H1v%0)
[CYP3A4 1Y)

R-SEVDHH GEMEAIT) Conax T 31%
R-EVWE (EHEMT) AUCT T 47%
S-ZE VI Cmax T 65%

S-%VbEd AUCtT T 103%

RIS I, U
ZEIE SNSRI T PN ]
AR AEEE, EFEQTCl Y]
IEA . AEY, BRARSEYDER )

.
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ik B MHEASEH RTBRERAAREN
[PELEEBI) JUT RN (%)

L AP 28 (NSAIDs)
[CYP2CYEY)]

25 (H71400mg)

AT ((FRF50mg)

Crax T 20%
AUCo— T 100%

S-Fiitg 2%
S-Fiitg 2%
Crmax T 114%

AUCo— T 78%

MHAS R
AR

25 RS B G AR, BRI
I 5 3 S A ST 98 24 AH O
A RN FIEE M . D BER T
RE TR PR IE SRR A1
.

WIERM (BFk40mg, FEH1
W *
[CYP2C19#I#)7%- CYP2C19 #I
CYP3A4JEEH)

Crax T 116%
AUCt T 280%
Comax T 15%
AUCt T 41%

LSS L
B Sy
ARAL e
ARAL e
PRS2 REME th T e HE CYP2C19

JRA B T 2R AR, AT 3 30X
L2451 (¥ 1 2459 L3

T i A B AR S R 1 751

20 H IEAE AR I 40mg B A L
T B S R I ) B T 46 ) e
{8 AR SRR, g 10K B3
A ) ) R D o

1 A2 2457
[CYP3A4JEE#Y,; CYP2CI9FI#I7Y)
BT R CREIR
1 mg/0.035 mg, &H17%)

FRBERE  Comax T 36%
KetfEz AUCT T 61%
Wt Crax T 15%
ikl AUCT T 53%
RILEME Crax T 14%
fRIZFEME AUCT T 46%

SRR T A L AR ST AT
R R BIGE, - [R5
1l 272 25 R AS RO o

T 225
[CYP3A4 /]

%5k e (BRIR20 ng/kg, REH1
W, TR 4R D

ISR CRRIRS ng/kg, BHI1U0O

— IR RS S SR,
P A

FIZ5 K8 AUCow T 6f%

— I R R ST RIF A 45 B,
Wi a G
ZSKJE AUCow T 1.34f%

SRS A PR, B FE IR
ARZERE, FFRERE TS
HEE MBI L CYP3 AR
S 00 e 2258 (ndF 4R R
J&) M. BUE I
A S0 e 0 1] L ]
AR B RS, FHiE Y
FEAK WA

HbyT 2254 (s AR AT
[CYP3A4JEY)]

HARREHIT, AR 54T
KW 5 AT RE 2 I CYP3A44K
AT RGP ) 245K P 3 v
M\ AT fE 5 SR SOV i -

W TCE 8 Gt R S R St
128259 (H CYP3A4 D
G H, WS R E D
T RZM TR

TENRISZGH) (L F T T IR
MEHINLEE, #5145
[CYP2CYJEEHY]

S RBATHETE, AR MR e
TR 2R 2R, AT
5 I LB AE -

SR VCE DI B 1 R
Do N2 GRS 25 1)

A,

KELAMES NKEFR K
)
[CYP3A4JEY)]

S REHT, KL RER
PR AR TR T2 I 2
R, NI A 2 b

S22 FE R KA A MR 2
M.

HAHIV & A EEHI7] CGongd
M, AEMFEMEFTHE) °
[CYP3A4JERRIIHIFY

RHEAT IR IR RIT L. RS
R AR S HEME RT BEXTHIV 2R F
M A EER, FRHIV
E I 7 A1 R B A AR ST B
A -

82 D) M I A A A A 1 24
W/ B R O, R
It T 5 7 S P PR Rt
1%

LA AR A 0 SR 1) 77
(NNRTIs) (idbfidie, %6
B
[CYP3A4 )&, #1177 ZGCYP450 1% -5
Vil

RHAT ARG IR 7T HAcob
W E/RNNRTIs A $0 4R 37 FEms
BIARWE, RIS AR 7 e Mt T R4k
NNRTIs A
AR 518 X AR 37 BREMEAE A P AR
WL RE M B A 7 1 e S i 1)
FIAG AT RS SR B

825 D7) M DA e T R A A 24
W/ B R O, R
It T 5 7 S P PR Rt
T,
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Y BIR A EAEH RTBR & RIZ H N

[ EAETPLH) JUTFREEN (%)
LiINA RERGWITT, (BARSLEEME AT RE |22 U FAR ST M v 7 301 A
[CYP3A4 1Y) ST INAE ABR FIHR P IR RIS B OB | s 24 )i R S 4k AR O 7 B o
BRI RS AR Mg e« T 4
SE) .
PEKE T (47k400 mg, £ H2 |[MRILEME Crax T 18% T AT 5
/9 fRSLEEME AUCT T 23%
[ TEFER IECYP450 70407 )2 1 2
# pHIH]
e (BEK0.25 mg, FH1 [HEFE Chxe TC T AT 7 A
O M AUCT &
[P-gp/EEY]
BN (45/K800 mg, AFH3|EIMLAL Cmax < TR AT R E
Q) i AUCt —
[CYP3A4 #1517 A ARSTEEME Crnax <>
fRITEEME AUCT
KSR PE R
To T HEAT I
ARE (Fiklg, HH2200O ARSLEEME Crmax A1 AUCT >
[CYP3A4FU#I7)
735 E (RFK500 mg, GH1  |[PROZAEME Coo F1 AUCT &
e
o 57 e 47 22 S 2 B
A SR
FEWTR (CHFH1 g FEMEE Cmax < TC T AT 7 A
[IREF— 10 7 %) TS e R 5 FE I | e 5 TR AUC:
2y
B2 J5 2K [ B FRIFS  Cinax T 11% TC T AT 7 A
SRAFA (FRF60 mg) BRIIFS  AUCo- T 34% Hob - $ 52 AR ST ML N B I 2 ]
[CYP3A4JEH)] FiE CRLFEM N 7 5 2 [
G0 A b 4 RD 5 R 5 2K [
) KIBITES, RAER
7 HATAV A5 F AR ST Rl MR 25 1))
WIS E R R R ThRE RS (I
[EEFEH] )
FRET (BK150mg, FH2 |[{RILEM Cma A1 AUCT %%W?%M%i@%
)
[ /55 A FepH 1]
[(ZWitE]

IR AR A 3 HlLEEE BN AT R, REEEEZ T 5 65 TE KR E AR
SERREME, o B 1 BIERSE 10 BRI R .
I 7 TC 60 A AR ST R M P R 2771
AR 37 M L 50 1 ML YBOE AT 035 B % 9 121mUmin, TRJEF] SBECD Iy 3% M7 i 4 % N
55ml/min. FrLA 42595 S LB0E T A B 75 AR FRMEFT SBECD M AA I % -

iRz 2]
1.
ZiRBN S —AE SR R
1510 TATTRF 7T, 52K 17 45 10 25294 P88 AR 5 R L 25 34 B 1) P A 3093 7 4 242 5ng/mil (Y
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SrAEIXTE] 1193~4380ng/ml) F1 3742ng/ml (VU437 [X [H] 2027~6302ng/ml) . FERFFEH A T35
R R ARG ML 24 7R 52 59097 45 AT 5% HORAE TS 0T 8 R I IX R &R o

XoF il PRATE T8 5k 25 4R30 73 57— 245 28030 3 5 00 3 W B, AR S R M i) i 2459 2 5 T D e e 28
F W AR PEAG AT % . ARAETRPT I I R0 R %

2. Zifkah 1%
D, —RAGRB 1R

Iy AR RS2 R « R R NBEAN R i dh AT T AR S REME R 25 AR3N 7 22 9 o P B 16
6z R 3R (32 B itk 2 R G Eld 2 2R e ) I B e R I, B H 2 IR IRIRSLREME, BRI
200mg 5% 300mg, 3t 14 K, HZARZFR S CRFEERDL, Wilkkae, N ERAEHELEZAR
%) SEFREZAE .

TR ST R AU B v Fn e, B DA 2R i 2 ARt , 255 25 G b oz KT
FUEIE I L] o Rk an SR AR E R H 2 K, BRIR 200mg B8 EIREH 2 IR, &K 300mg B,
it REE (AUCY) “Fhn 2.5 f%. HAR 200 mg FI4ER &8 O TR E /N T 40kg 35
100mg) AEMLIAFIUTMLT 3 mg/kg B kA 25 AR ST MR R F2 B . 117 AR 300 mg FO4EFFFIE (T
PR /NT 40kg IR N 150 mg) W REA ZE AT 4 mg/kg SR 2 R EE R . 4% T2 a8
T2 s i (R E iR S5, 24 /NI L 23R E R TR IR - WAL T fifuf il &,
fH 2 REFNELH Y G RZHCZ ARG WM ZTRELTESE 6 REBRITRE.

ST

F1ARAS it W ORI T 52 4, 28 24 05 1~2 /NI IR I 285 R B o 1 R 4%t AE 0 R FH S 208 96%
MERESY), HS RN R AR, RS2 FERE 1) I 250K (Crmax) 15 24 01 A (1) 25 5] 1 28
N (AUCY) 20 5D 34%1 24%. 5 W pH A X038 X6 24 5 W e 6 820

il

FRASHREE ARSI AT A RN 4.6 Likg, FORAMIEHALA P Z 04, MFEALSER
21N 58%. —IWFFH, X 8 44 A IMCE AT T ARSI, BT A KR R R S5 R A I B AR <7
RREME

HWEAL

A ARG 2 B AR ST S8 5 FFF AR 40 i (7, 2% P450 [R] L, CYP2C19, CYP2C9 #1 CYP3A4 1%
Ui

PRI FRME I 2530 7 AR R 22 AR

RN FEZRE] CYP2C19 FEA i AR A B A, IX Pl B B D8 22 254, 1911 = 15%~20%
PN R T 554, 1 AR 2 S5 AR S 3%~5%. TEEERE A AR H A A 1)
W R 3R MR TEE (AUCY) “FHLAS TR E N REER 4 65, A TR
W 250 5 R B LAl & iR = 2 5.

FRA7FEWE (1) = ZAR =0 N, TR 29 0 72%. AR =P sl s s, X
AR T BRI (1 2 FRAE FH T S 3 R

Bk

PRATREME 3 B I AEACH, A>T 2% LA TE 24 PRHAEH

95 T RS [T 25 b i AR S REME S5, 22 IR ER KRG R 25 24 35 R0 22 371 B VIR 4G 2458 v 43
298 80%FH 83% I TECE 1 MEAE FK A [ETUAL o 480K 22 H5 TR P (>94% ) 7145 25 (R Ik v 55 1 iR
J& 96 /NI PRFEH
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PRI AR LI S HEA K. TR 200mg J5 &R ML 6 /M. T HARZ
RN 15 i, BRI AN RE T T T AR S B 1 B AR B B

2). REBRABEPRIZRB) /1%

P 51

—IZHE D IRG TR, RER LR Con M AUC, BHERER S (18~45 2)
g3l 83%A 113%. fE[R—#FFid, ML LN Coax F1 AUC: SEBEEFE T (=65 %)
TREER.

I R A, AN 1 1 58 2 JE 75 R B R o AR ST BE MR 53 MR AN o P J8 2 v 1 2 A P R 1T 25
WREEART, DR, TR R R R &

ZEN

— I ME O RA IR, FEEZERME (=265 %) I Crnx Al AUC, Bifi i 5 1
(18~45 %) 415l 61%H 86%. HAEERZFE LM (=65 ) ] Couax M1 AUC, 51 FFRZ LM
(18~45 %) LFEZERF.

TBIT WA AR IR AR R R R 25758 DF A W2 T 245k S 4R 2 T A 9R &R o AR e
TEARRR B H M2 B TR B e VAT, DRI 2 A R0 3 B AR e 75 TR R =

JLE N

JUEE RN D 4E BB A R B RS 112 B 2~<12 % R Thfe 524 L B E 1 26 4 12~
<17 % RPN ReZ I E D E B E BRI F o s Ree . 78 3 W) LEZARS) 1 #H A
H, XF 3. 4. 6. 7. 8mglkg fEH 2 XM Z R EFEKET, LA 4mg/ke. 6mg/kg H1 200mg & H 2
W2 O RAZ) ([ ORTIREND AT TV fE—TiE D EARS I FE A, X5
| R Ek s 2 omg/kg, RFH 2 K, BEJE4EREAI IR 2 4mg/kg, BH 2 1K, 4R
&R 300mg 7, BH 2 REHT T . SREEAML, JLE B PSR ISR AR R R
K.

JLE AR N BR8N D 5 B L s SRR B, LB BT 9mg/kg Fufar ffIl & e A 5
Fert (AUCT Tiih5 B Nk omg/kg i A& 5 M R 87 A Y . JLEFR K 4 mg/ke
1 8mg/kg 4EFFFAE, BH 2 a2 5 =0 A EEE N BRIk TE 3 mg/kg A1 4mg/kg,
H 2 WAZ RS TR B Y. JLE DR 9mg/kg iR H 2 UG (BRFIEN 350mg) T
TR R RS REE AN R 200 mg B H 2 RIS 558 EAH Y . SkiEE Smg/kg $RAL IR T FEm:
23 5 = LG R 9mg/kg FRAE IR M2 W 3 R M 20 2 fi o

FEXT T BN, L B TR S 4 8 LU 0K, Bk S m 4E e 7m &, TH R AE ) s,
{5 LB B3 1) 10 AR A= 0 P B T e DR R SCAS R R e /MR A2 52 BRI . 7EIXMIBOL T, HERERS
JiCIRG ¥ AR ST R

KZH s /DA B i AR ST R 245 5 85 e 53 52 A TR 45 24 75 SR IR ANAH 2 o 7R S SRR AA
HE D, WS BRL M2 R e AR, R P ARIX e 523 (6 A AR 7 B e R AR g 1 5
JLE L. SET RGN SR, BVUAEARL 5S0kg 1112 ~ 14 B FHDFEEZ ) LEF
= (W [HEHED.

G ) RebRAG

o 3 5 Th R RS VLT >2.5mg/dD) R A SIS, ] A2 IR R T L 13 A R4
FE8Y (SBECD) [MEM . HEEFIEMEF IS W [AVEHE] M [ERFED.

I e b dig
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BAFA T RRAR S FEME 200mg J5, 32 B EEHAE AL 3 (Child-pugh A A1 B) 17 AUC: B2
RE IR 1 233%. £R 456 AN Dy Redi 55 520

— T2 & O RG Ziat e rh, TR EEAFREL & (Child-pugh B) M4EREFIENEH 2 1%,
R 100mg; FFIHREIEH M H 2 Ik, IR 200mg, 45 BWEH AUC, M. W™ H AL
(Child-pugh C) HIZ5ARBN 1556k FDhRed e E A I 2 W LRERE] M DEE
).

[ R ]

TEARTTH, RST80T 2 T8 A 5 Y S N 2.

1. B HRG—RIL RMAAE TS Z2 1 BH 22 B FR & P T2

PR AR ST T 27 b B B R BEAEA . fE—TOFG BEbL. 2 FCimtsid, R TR
RV 55 2R B AE 277 Bl 5% D REIRGE 1) SR 28 M il B0 B b T ORI AE 52 2, T FE R
12 Ao TR 1A 24 /NBEN, B 12 AN/ ERBKTE 6 mg/kg i FIE MRS M, 2 )5, & 124
INEHEF 4 mg/kg (4ERFFIRL, FREE2/0 7 K. 85, MO IRAENGTT, & 12 /N 200 mg.
PR A AR ST RERR (R R T IS TR R AL B 10 R (FEFE 2~85 K)o TEE KRR YR T 5, O
AR REME VG T I 1] B A7 00 76 R (JE B 2~232 RD.

YR IT LR TR ZEL (1K) S A8 R N 53% 1 31% (LRI S 3 R IRAARAE DL R S8 2 S S B
K 5e AR IR IEH ). VAT 84 RAEAFREZE S TARA . thabh, RILFEMELEIET I (]
AR 345 245 (T R) 7 T35 A B RS, I RA B MIRIRE S5 E .

X FCUESE T A —TURTHEE T 45 R . 5 33 DI T SO TG A R R R R 1 &
H, GFBEDYUE IR, RTINS GEHIET RN 100%) B#H, @ARBETERET R
UFRR

AT G T A EBEAAE . SCARS B A . MR R GUBE R . e Bl W im S5 Lk
P S IS 32 IS e 2 e AT R v it

2. e R 95 D KB BB B ILRE

—TRCABE T R B 4k T R PP BT VR A IR o IR FUIE S T AR ST BE M R Ak
B IMCRERIARYA T G et o 2 FCAN N 370 BIE S & Bk 8 IMURE B R P b i ik S 3 (12 %
DAL, Frh 248 B2 ARSI BEMIGTT o O IR ST BEREZLAN 5 BB E R R B 4k T RS B 4L B
H, A IS S B AR SE IR UK . I FUHERR T B IR B B3 . AR AnisIT
R33N 15 Ko FEGHTH, “YRITERCHX AT R T ESWEIEFIZZE R4 (DRC) #H7
P, “YRITE R SN BITEHIE (EOT) 12 R, T By AR E 22/ 03, Rl 4
TR B ML RS R B L 205 1R . EOT J5 12 JRA B2 0 B Wi 7 2R . %40 #T
FWWRIT I 41 % B E BT 6 XK.

BN R i — A PRI ) A (BJ: EOT, B8 EOT J5 2. 6 8% 12 J&) X DRC 445
B AR EMSFEE R B 4k TR T BRI R IR HIA 65%H1 71%. Xt FAS[F] I 8] &)
WFFCE VPN I R 45 R AT R &R

Y [ AROT M PR RBF R RN
(N=248) (N=122)
EOT (WRITER ) 178 (72%) 88 (72%)
EOT/52/8 125 (50%) 62 (51%)
EOT/56/8 104 (42%) 55 (45%)
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EOT/512/8 | 104 (42%) | 51(42%) |

3. FEERMER SRR R

AT FCRIEAT 55 G/ E IR VESER B G B (RAESERR A . FREEM LRI
BRI, XL U LR BIAYT, Rl smRme, (IR, SRR 5 A 38cE
24 51 (15 BATE, 9 B X FRBEME 25 AR A S BRI B 1, 3/3 RSBk (R
) A 6/8 KIS ERE (5 FINA AN 1 FlEFHe) BIURIT AR ARMZBBTRHI SRR T ImARIT
R

4. RTEIRE B NGR T H R B S

ARST BN LA 55 L 1 ST TR AT

AR s RS AL, 28 HRim 3R 2 AL E IR IT A RCE 16 Bl (6 Bilia
&, 10 Blhrie s 712 8 32 UGB E T 2 BRI AR (BORIFED . eAh, 3 BRE (1 LA
B, Hr i R R R BEE T 1 BATT R

I ARSLREMERITA 17 B, 7 HIER B HNGRE, 4 BlEF). X7 BT, 3
BIIRER G, 1 B2y, 3 R RREUE Gy . A 4 B9 ) B B AR A R gy, b 2 491
HITH R

R EE DR SRR R G, K2 HURE N A MIPTHE E VG ST T REAN REMY %

5. BREEEEBRYE AFD FIHIEME —E#5 HSCT BAeR R RERIZHIGRSH R EE
HEBRY UFD KBEHERRITH

— DR 0 252 e JE T HS CT HL A 1 2R A A 12 BRI R V2 T TR IR RN BT /D 4 583 BT idh AT 1 o F
e X 2 O S bR T A AR S R S ittt R A TR T T R YR YT R RCE
AN FEZHSCTJR e Rr L R 2 BB IA 1008 CFRIBHATT AR T14K) , PAKA%EZHSCT
JEAFIE 180K AR K AR 2 Bl IR IZ Wi iR 2B M L B (IFD o B IERE M MR T (MITT)HF 5
H L5465 252 FARHSCTI 3, Hras5%miEsa A S E Rt imp (AML) o Frf B
HAT 58% K P TEBETE TRALBE 7 & . BB fE 32 HSCT R SL BN T AR 18 FHAIE Fe 25 M3tk A7 Ty . 224452
SARSEFEME, 24103252 il BRI . FEMITTHE S AL, (6 T 78 25 W3k 47 T0BH () A A fe 2 it 1] 43
SRR EREZH96 %, 7l FEMEZH 68K

TR 7RI AR A A R B

L R ARIL R i ELBIZEA95% B A7 X [B] (CT) PH
N=224 N=241

180K I T A 4k 109 (48.7%) 80 (33.2%) 16.4% (7.7%, 25.1%)** 0.0002**

100K )T A %K 121 (54.0%) 96 (39.8%) 15.4% (6.6%, 24.2%)** 0.0006**

/0 58 100 R WF T 2 Tl 120 (53.6%) 94 (39.0%) 14.6% (5.6%, 23.5%) 0.0015

ERLEIETIPN 184 (82.1%) 197 (81.7%) 0.4% (-6.6%, 7.4%) 0.9107
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FIZE180KRMT KA T #izBIGRZE | 3 (1.3%) 5(2.1%) -0.7% (-3.1%, 1.6%) 0.5390
2RI (JFD

FIEE 100K RA T HZSIGERZE | 2 (0.9%) 4 (1.7%) -0.8% (-2.8%, 1.3%) 0.4589
BEEREREY (FD

{F AR50 R Tz ek | 0 3 (1.2%) -1.2% (-2.6%, 0.2%) 0.0813
W12 28 1 JL R e (IFD

* TN
o BB S BB ELBIZE . 95% CIAIp(E

AML
B R AR ST M 7 it R EE B ZEF195% B A5 X [H (CT)
(N=98) (N=109)
R R EEEY AFD — | 1(1.0%) 2 (1.8%) -0.8% (-4.0%, 2.4%)**
180K
H180RIVATT A R* 55 (56.1%) 45 (41.3%) 14.7% (1.7%, 27.7%)***
* B N

2R 0 H) H A AMLAN R 15 B P FUAC B 7 22 1) 583 31 25 180 R I A Sl PETFT R 2B A 32
BRI CGRISORBIET AR -

** S HS%APRRZE, ARSI BRI 5K
ok R E AL 20 )5 15 20 EE ) Z /195% CI

TEREME AL T R
BRFLE R AR REME it R ELB 22 F195% B 45 X [ (CT)
(N=125) (N=143)
T HETFI— 55 180K 2 (1.6%) 3(2.1%) -0.5% (-3.7%, 2.7%)**
5 180K VAT A 2 70 (56.0%) 53 (37.1%) 20.1% (8.5%, 31.7%)***

* FERHTA S
o RMS5%MIAERR %, AR Rk FNIESE
ok AR EE L 415 15 2K LE I Z2A195% CI

ML 2oL FEPAS 1 RS RRMEEAT IR R TR KT 2. B O R HSCT i 85— 4 1]
W2 B AR WITFIR) A B2 . MITTHF AL 0484061 56 5 A EIFIR) 8, Horp3 1By i, 5

BEREERERY (FD) KRBT —EEZHSCT AL T R ALK K S KR 20 E K
7 (IFD) BIBE PRI
— TR % 5% S T HS CT HL A8 i & A A2 BRI PR 2 W IR BN B8 3 BT AT BT e . At

ISR, 4B HAIFL, FEMITTHEFRA S, AR TE 24T F5 A b A 45 B2 TR) 995.5
Ko

TE$:% HSCT JG IS —F10], H 7.5%3/40) B K A2 EURR 2 IFL, BHE—fSEk
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B IMAE 5] — 38 2 fF R 191 (P B D9 5l TFT ISR KD AR — Bl A Bl 5 180
RIS AR A 80.0%(32/40), 10 1 FERT FIAEAEZA 70.0%(28/40).

6. Tz
IS RAE 5T H, 705 451 BB AR A7 REME AR 12 A, 164 i 6 N H -

7. JLEHAZRK

TEPTUATIEYE . FRRCE. JEXTR . ZdoifRikied, 53612 2 3I<18 S HJLEEBHFEZT
RILRMEIRIT o —BIFFFRNA T 31 B2 #is iRz SR 2R A &L, H
W14 BNERZ B PRIZ IR TA R, BEOINE] MITT J7 30 Hr . 28 I A N2 T 22 4
T BTV SR ROA YT R B S BRI (EFESERE MUE [ICC] MEE&EkEH [ECD &
H, 17 IR MITT J7 80 M. 0T 1A B3, 5 6 IR ARSAERERN 64.3%
(9/14), 2 ZF<12 ZF1 12 & B|<18 & [ B35 LA B 18 40% (2/5)F1 77.8% (7/9). %I T 1CC
B3, BOT WNAE RN 85.7% (6/7), XfT EC #3&, EOT WIKEE TN 70% (7/10). 2 %
<12 B 12 FI<18 ZHIEEBAEEHE (ICC il EC AIF) 7314 88.9% (8/9)F1 62.5%
(5/8).

8. T QTe [BIHA G ARAF 52

—DUAFIEENL R 2 XTI T AR L PRI BT QTe TR HAR S . fdiE 2
R 43 D ARAR S BEME 800mg 1200mg. 1600mg FIRH FEME 800mg, 22 & 7L 1E fi HI-F- ¥ # Kk QTe
[ HASEKCBT (8] 20 5 5.1 =0, 4.8 ZFp. 8.2 2P 7.0 280, AT —2H 323 QTe MR LK
B B) 5 3L 2R AH LU AN BT 60 R0 . RAIMA ZIR#E QTe (MM 500 21X —I TR ARAH G B
1B,

9. BHZEIERIZHI™ERZ M RRG  E B TR

FE—TUFR . ATHETE. BT, 2O ImE iR, IESE TR ST R TE A 12 BRI R 12 7 ™ 5
12 28 1 B B o [ BB T R 77 A4S BRI PR A2 IR ™ R AR 2 1 L R IR [ R
NI T, FERERZ AR ST BERIATT « E K AN, SR 6 A B AR T JEPA I B R A & A7 ABE (MITT)
HITEIT D2 G SN o B B i 2 iR & EL D), Hah R mik74.3%(95% CI: 62.4%, 84.0%),
HEEMEITTRENEE (PP) S RAY, BAAN TR ARBFRRET & i BdE: e
Il R 25035 #277.1% (95% CIL: 65.6%, 86.3%)~ N Hiks B/5A8 2 035 #£.52.9% (95% CI: 40.6%, 64.9%)-
HEHEERE GESCHEREEETB ™) 58.6% (95% CI: 46.2%, 70.2%), AR 556 8 i 2 KL
EIAEIT ANBEI PR UR G 3R 1.4% (95% CL: 0.0%, 7.7%)

2 B RS ™ B AR 2R M TR TR ) B 8 AT SR 3 6 R e 0 AT P A

(MITTHIPP AEE)
AR 7 FE M
MR R REIT AR R EIN
N=70 N=49
n (%) 95% CI n (%) 95% CI

IV JRIT 853K ° 53 37
Y 5 (9.4) 2 (54)
G 42 (79.2) 31 (83.8)
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FasE 5 (9.4) 3 (8.1
8K 0 (0.0) 0 (0.0)
Ta 0 (0.0) 0 (0.0)
KIFM 1 (1.9 1 Q7D
M. R 47 (88.7) 77.0%, 95.7% 33 (89.2) 74.6%, 97.0%
% 6 A/LOCF &R 70 49
PR 9 (12.9) 6 (12.2)
i 43 (61.4) 33 (67.3)
FasE 10 (14.3) 6 (12.2)
2R 0 (0.0) 0 (0.0
Ta 4 (5.7 4 (82)
KIFH 4 (5.7 0 (0.0)
M. R 52 (743) 62.4%, 84,0% 39 (79.6) 65.7%, 89.8%
BEVFER © 70 35
PR 12 (17.1D 8 (22.9)
i 40 (57.1) 26 (74.3)
T 10 (14.3) 1 (2.9
2R 0 (0.0) 0 (0.0
Ta 4 (5.7 0 (0.0)
KIFH 4 (5.7 0 (0.0)
M. R 52 (74.3) 62.4%, 84.0% 34 (97.1) 85.1%, 99.9%
MITT, HRIEREIT. PP, fFAEHTE. Cl, BEXIAE (FET Exact ) o IV, #lkHN, LOCF, RIXWEHE
gt
SANLHE 7B I IRGRI AR T SR A KGRI B R T 58 O A ) 32 R
b B

© AFXF R IR R T R UOW BB S5 - AXAMANTT & 7 G800 B o K 58 RRUBE 17 1R 321k

[ZEEE]
ZEAEH

1 FAALE

ARSZ FRME AR IR Z A0 OB P AR 3R P450 /S 14a- (B2 £ HIIEAL, T2
SRR A A . A AMRI RIS M B T IS BT R . RS RRM 2k R (R g
TR S0 R BR B . G S IR A S BRI 24k ) BABURE R,  0 BrA Rl i h B v s 31
WA A EAE R Bedh, ARST RRMELE AR S0 AR E0m it SO A R R, AR BUA JT R 258
SRR AT, 9 2 T T R AT ) T R

A
I PRI TR BAR S Rt ih 25 ), BRI . Mt d . Lhd, Mihd. M, Sk

W g, O ESERE . SRR WRGERE . LT S ERE  ASERE LL  FR A AR
B CPHESHREMFRESIRE; CRERER, UERmELANL TR AR RS
RT3 CGE SONBFRE B 0.

HAMARST RRMER T A2 GEF IR BBUFF IR RO R . BACF AR SRIR
SFARGENE . BfEE . MR EREE. R RERE. BRI, BeRAMEE . 2RI
R AR SALRE . REONER; BERE, O SRBIEECIRE . RS T
EBTHEE, SREAGEATRERY.

PRSI WS RS REMEXT LR IR 73 B8 (M AT PUR AR, BRIt . BEAR s . XX
W SfE R ERALS I . ARILRMEAE 0.05-2pg/ml FIIREETER, 7T LASMHI K2 £
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L7

PR AT 2 AR ST FRE M 25 6 85 Jm AN T 22 TR IR A P AR A, (B L Im RS SO NS 4

TEIT AT RNCREENR AR AT ARG IR, P T AR SR seie AR & (LIS A e A U0 o
oA, DAME I BRI E 0 SR B o FEIRAT R IR 45 RN A S 06 S 4G 2 45 R DA AL i e AT P AR
77, B HIRIGEUR, NARIL 2 %

ZBAR T
fHH 2 T Jem A LA 22K L1

i 5 A J R HLA 22 0K S B O A v P AR ST
SRR A

ARST MR 2k s K 3T b O P T S [Tl PR A S 6 5 A E AL b 22 (CLST)M27 T AT i
MBI 24 /N MIC BREREE R, B M4A4 4054 B/ 24 /)N 41 B Pl B AR 1 4 s

MREBOR : ZIE T B E HT i 25 SRS BER EE(MIC), il MIC AT TS B s
JEXFUE B 2 IEURAE . MIC RER FIARHEACIN E T iRAE 5 24 /NFIISE (AR, MICHE
L% R BT PR HEREAT M 12 o

PHGEBOR: e AR N EIEE EAR, Ae0% n] E R A5 S BRI 8 X I R 25 i
ko bR HEAL T VR TR B AR HEAL AR, (2 1 OO IR MR IE I A0 £E 55 24 /)
IS SR AGH I % B TR AR SZ RRME RO U . R R T AR R I BOR 9T s bR

ARAL R UM AR
e RARREE 24 /N AT L 24 /NEF
(MIC. ¥ firug/mi) G, b mm)
TN BTN WER) | WES) | ) WHR)
(S)
=k <0.12 0.25-0.5 >1.0 >17 15-16 <14
= 5 7
o & <05 1 52 >15 1314 <12
B
o
ﬁEW$ﬁ“ <0.12 0.25-0.5 >1 =17 15-16 <14
R AT S .
- FER <0.12 0.25-0.5 >1 =17 15-16 <14

T AT ROEOE A R DAUE B 't 2 B T MR S7 R WA 0 e A/ 24 X 0 i PR 495 SR 2 ) AR SR A2k

et 25 ROV BB (S)I Rz, HUIR 2D FE IR G S (308 1368 5 vl 328 21 F) 3k FEE I IR 7T RE RE A 11 ek
AR G (1) WERREIR AT, WERGFA AL IR ] 15 25 W) AN SURK,
Pz B RGN . o SRR A 25 W) A BRI SR 1) B A BT A A i 25 ), SR
ARG, W RBRME T — DX, DU BIGH/IN AR BEF2 ] SR R 3R 3 B0A 3
KIRZE . 05 45 ROV 25 (R) Ko, PUim 29 RIS AR G iB AA 2IE H A BRI, tnlfg
TEVEIMHR AR A RO R AT
[ &z

AL 2 SR8 75 125 7 A P S8 S P2 R s A PR 06 P R AR I R N S BR
(IAERPE USRIk o T 3R i B A3 PRl AL A2 FH A PR DR 37 RS ARRIE 1) o XS T A 1 g 4K
Fi IR REROR 7 2475 & N R M n i

T BIEMCEYR BAT S LR S AV AR K R 8 % A R R (MR E A
Ry TR S

ARIL M2 2 B 6 5 ARG AT 12 32 A R 42 s
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b WERZHWRE 24 /NN KAV BEE 24 /N
) (MIC, HA7ug/ml) (M BB, B4 mm)
Yling s/ or%y 950 0.016-0.12 28~37
ATCC 22019
HREHE 0.06-0.5 16~25
ATCC 6258
)=k 9] . 31~42
ATCC 90028

* TR R R T PR SR AR R, AR 2 T T R 2 2 1R R

ATCC F& 5 [ Br A4 it O O AR AR
FEBN YRR rp i ik

ARST HEMEAE S5 T R I A/ B S BE At AR B, iR il B CEOFE— PR B it R Pk e
RATRIR) BUSEREE [FSERE (RIS PR SRR L PRI AR ) TSRS BRI D6 &
BRI S0 4 B PEAT/ B A R W FE 2wt S I A ST A B 2 F 1
FURE U o AE— TG, AROL FREMEAE G B2 D) RE 1EH RO S o0 2 38 22 fU IR 2%
iR 24 14

BLC A IRAL RN 244 K e RO TT R o T 24 LA T RE E04% ERG11 R R A8 (IZ LR 11 53 i ih
HAxlg, FEBER 14 -LFIRAE . ATP 25 G5MEFIZER (RIESZREZ51% CDR £)
PRIRIL B i DA B 2Rt i S5 5 RE 0, BB KNI ROIR G H I AR RN DR S B M 70 1 i
HH ) 2% S I T 24 P R R A DL

SXof G R Ry P B AR KK D 32 B o AR S R W PR SR I TN T BB RIS, BRI AR IR Ll 2
W] REAFAE AR AC X 24 o 38 IR 2455 I ST R 1) AR 9K 2R I R SE AL o SRl A 51 )
BT 2P 2y, W R] e G B AT R iR

FHEAR

b E =

TEARAN N A0 B 20 FE N AR ST e, RIS IR 7 ek () B S E (R ZDR YA
EWiE . 7E Ames 5. CHO k%, /MERMIZIALE DNA BEAL (FE/F 4 DNA & ik
H SR R IR ST e A B R B

AT

BT NSGRIT IR TR T, RO FEMRIE e 1 A K SR A= B RE 3 ok AR . AR
7 RREMEI) A B R R AR G T NRBIT R R AR R B, SRR EASRER, X RRA
WG EEME . IR, KRG TIRT AR HIETA SN R R RS, IR EZEK . 5
PR . SR PR RE TS [ AL BRAETE R PRAC. 5 HARMESR I B 254005, Rar
FREMESZ R 23 06 (WL ARIAR 7T e F B e e 1, B0 FE PRI — B 7P

FoE i

TERBRAVN R AT 7o 2 SE RS R SOE MR AL . KR B4 D48 TARSLERE 6. 18
8 S0mg/kg CHARRMATHE, 20l 4R RIER 0.2, 0.6 8L 1.6 fi5). 7E45 T S0mg/kg tRA7
JEFE WA P4 M B, PR 0 2 T A R AR, R 4E T 6mg/kg RN S0mg/kg 751 (A e SR HP ARG I B R4 A » /D R
SIZ 4T 10 30 8L 100mg/kg fRIZFEME GRARFRIAATHE, 4008 HA4ERRIER 0.1, 0.4
B L4 5, TERFRPERN AN B P IR I B TR RIR, TESR T 1.4 50 44 B 0K 7 R R I /N
BB ASHIN ) T R4 L -

HoAth
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RSN RS R RO SRR BT . 5 AT E B ZAR L, SREREh PR A I
BRPES 0 2K B R A S T AR R E AR B E . KR ANRAIR 05256 K AR T
WA E IR AN A .

TEMRIE G T B A A IR RE 8 (SBECD) HIHEIGPRIE A Bkl , BERAZFH M ER,
SBECD = 520 JRIE | 57 240 it 2 VLT o A R Uit B MIE A it 9 S 4 A o RN A R R AR R 36
(GMPT) 1S RIFAMELE R, b5 & R4 T ARFR KSR 5 R E vl fedt o 8% 23 A0 AR JE 35 14
W8 R RJE 77 SBECD A AR TEHFR MG . iR T SBECD BUm M 75 . SBECD Hi A —#f
FBUABESRAGE AL, AR s HO WG R B SO E, BT DURE G DI b 2% oo ARt
Hom T RetE . ARAE LR AEE R, E KR T RN 6 N H .

(i)

#H, R TR,

MR IR I 2°C R 8CLRAF, A 24 /I GERAEUKFD .

AN E AR AR B, WAV MERE, WRRUANLEME . W RASLED
FRBKIFTE, BRAERATCRIAEL MR, S RAAAE 2°CR) SCTHIRE T, RAFIS [a] AL 24 /)
i

2°CH|8°CIF, 24 /NI A S IIAL 2 AN B o fRFF AR

TR AS S B ) LB AN REFE A T

(B3]
30ml J&E BB IR, 1 S0/ &

[(BER]
36 M H

[ ATHhrHE]
HEOZG S AR HE 1X20150180 HAFA (FHEZHL) 2020 GERR I E R

[t S ]
[ 2457 HJ20181102

[ EWHFTRE AL
4 FR: Pfizer Europe MA EEIG
VEMHuAE: Boulevard de la Plaine 17, 1050 Bruxelles, Belgium

[47= k]
M4 F%: Pharmacia & Upjohn Company LLC
AEFEHAE: 7000 Portage Road, Kalamazoo, MI 49001, USA

(3]
AL 4 FR: Fareva Amboise
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AT "tk Zone Industrielle, 29 Route des Industries, 37530 Poce-sur-Cisse, France

[RABARA]
% R MEERRTEA IR A
AL TR TR 1168 S ERE % 36 2
MRS : 200041
Hi55H5: 400 910 0055

W Hk: www.pfizer.com.cn
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