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M A DU T 25855
PERN/BRER = HUIW BT
R A 5 E

HEHo

Hofh NNRTI (Bl 3+
)

(CYP3A4/5 1 2B6 S
FIA D)

E R

NNRTI ¥ Er] e R (3
Vo EEMEE S CYP2B6) BRI
i

AN B A SV R
il

NNRTI: # UI 2 15
BT AT 245 P 254 R/
SRZPURBEIT R IR

D@ ARAIT)
(CYP3A4/5 Fll/= BCRP
JD

M) AT ST HABAD T 259
My T IS 25 PR AT e o 1
i

(CYP3A4/5 5 BCRP #iffil])

(CYP3A4/5 D o B A R

GBEZY

BN VAL Vb e AT BB YD R )

(CYP2C19 KA E#  |AUCuu: 1 8% .

pHET Crmax: T 5% SR JE R AR
o

LS SE AL BRLSEFr e AT B R YD REE

(CYP2C19 JEWA B |AUCinr: | 11% &

pHET Comax: | 23% BSER I I T R
&=

FEIMLAEZY)

BAIFEARAR YT AN HABA YT | Bl FEARAhYT - AT BB YD R )

25%) (CYP3A4 JEY), 1] |AUCine: 137% .

WSEARARYT . AT | Crax: 1 3% FR A BT B AR YT 1 45

R, Tow BRI R
VIR . I Al

TR AU )
J¥2 o

WL A% 21 i
(55%k CYP3A4/5 53
7D

R
YD REWE R EE ] e 2 BRI

(CYP3A4/5 %S

Br AR A N R SR 2 KT
0 Gl DA i e
He
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TLAEREZ

RS

o

A L

(CYP3A4/5 &Y

Cmax: T 14%

(P-gp &) AUCint: 1 25% FIE
Crnax: 1 33% M R L 4
BRI, PRIt
(P-gp 1) R TR 7 S

[ RiAZG
FRHERE AR i HHEBEAUCir: 1 8% N s E R LV HE R

il

(CYP3A4/5 &Y

AUCinf: 1 103%
Cmax: T72%

FLUE i FUERERGRE R : o 7R
AUCin: 1 16% RSl
Crmax: 1 6%
1EI5Zy
VEE WA VEESUZAT AT B RE VD R 1)
(CYP2D6 &Y AUCin: 1 18% &
Crax: 1 17% HFEVIF: o HEEH]
FEgE GEHEREYD - o
AUCint: 1 4%
Comax: | 2%
EZREE
IR IA P 1 AR IR A M AT B RE VD R (1)

il
DKIEME . JE P DI
D RAREATREAR,  IF

Cmax: l 31%

(CYP3A4 1)) MR 75 D 7l &
LAY
FRAK AL KA T AN B EE LD eI
(P-gp JEY) FOKABR R P v e 38 | &=,
FROKABR 7677 $8 2%
(P-gp #i)D A2, ML, FFR
i 75 B D SR
AAY
VIS UJILE( PSP AT BBV RE T
(CYP1A2 ¥ AUCine: 1 4% &
Crmax: | 1% 1PN P K Sl
HEHo
JBATFE 258
2R fth L AEAD R - AT BBV RE T
(CYP2B6 JEY)) AUCins: | 42% &

e AR AR

g
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| | (CYP2B6 i) |

NNRTI = JEA% 28000 4 s B 77 P-gp = P-HEE
O SEIYIKPAE R B 4 L
D AVTE 400 mg VD REME R IR A 2 fEE AL T B AR .
AUCins = ZMEZ T 55 K1) R I 22 25 PR FE - I TR M 28 R T AY: AUCw =52 25 124 /)
P 1) 50 P 0L 3% 24 3R P - TR B 2R R TR s Conax = SR ML 2GR E s Coninyss = Fa 25
I3 2R
[zt &E]
HEAR
T QT W5, HiRirHIEH (M4 THK 200 mg VD EM) L,
VD EME AT R 2 T4 R 600 mg Vb BEME) 460F N S AR IR 5 e
REHE: . ShE. BERG. WEHEE, EE R, REES . 0. Bi5. O
JE R . MRk IR, BERE L BEAD. OB OBhIdIE . BRI
i
Vb AN G o MBI . SV RS G R R R 7. RAEZ W &=
B, N T SCRRETT .

[l AR 1

TEIT 1R M 7

—IRENL XUE  FHPEX BRI ARAIF FCAE 516 151 o 4 2 s Al sl HAh 22 IR BB 5|
PRI 28 1 S R T 91 PP T S0 BRI T R 2R R I B 1 2 MR . TR
BRI (ITT) AFE, 258 flB# 832 730D RMNAYT, 258 Bl 82 1
RO EMEIETT - TERT 48 /NI AT 8 /NI kA T LyD e (CREAR S T
200 mg VP M) , ZJRRERAFIKE D IRE H—Ik (BRIRA 4T 200 mg VDR
e o T SR B IRTT RF SR (8] 84 K. HALVRST FREEI ) 45 K.

MOTESHEHEERDASHERITER (EOT) WP T myITT ARE GEL4H
M M, BEIREr AL R SRR A M i 2 AIG RS W AR 28 e i F s B ) 11
SRR S myITT ABEAHE 123 13552 3000 FEMEA T 1K 55 F1 108 fil4 52 4K
SERRMIATT I B . MERBE AT, SOV BRI SR R O 35% (43/123) , AR
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ST REME A PR AR R 25 R ON38.9% (42/108) o THEEJEHITETT 57 (IROT HEme- b e
) H4.0% (95% BASXIA: —7.9%; 15.9%) . (EiZEHAS, Vb REMAESE 42
REERIET- A 18.7% (23/123) , ARILERMEA N 22.2% (24/108) . AHEJEH]
BT S LD MRS R N —2.7% (95 % BAEXIH: —12.9%; 7.5%) .
TEIT EHEW

7E— TR E i %2 O JF kSR BRI T (VITAL 8F70) . 37 Bilffiiz sk k2
Wi B R 2 T S RS 2. TERT 48 /NI AR 8 /NI FRIKEL I iR T
YYD REME CREM ST 200 mg DRI, 2R RAEKE I IRA 2 —Ik (5
AT 200 mg SV RRME) o SURB N B BRI AL IR T RPN (] 84
K, MBEAARBZ L BERIEITI 21 A0 8 P AVa YT FRE Ty 102 Ko 4T
MOTHHEFBEZ A2 (DRC) & X2 RIS W BER EH, 1ERARER A
BEP A 84 RAAET RN 43.2% (16/37) , 1ELLLYD BEMAE NIRRT I B
BTN 42.9% (921) , ERBAETIRERTT (EZERIETHIERFR B IR
TR BT IX EEYR T AN 52 1 2 32 3000 BRI TT I B8 B E R 43.8% (7/16)
£ EOT i, DRC VP& FLBMRE IR A 11/35 (31.4%) , i 5 BEFHEENE.
6 4 BRI IE . FE A 10/35 (28.6%) M PR RIFaENE . 1F 9 Bl A
JBEEREE T, 4 GURETED MY NRBIRIFNZ . 185 Bl REZE B
EET, RWRB RGNS . HMEMAIRREEAEE AR (FREZE n=2.
THRK R n=1. RN EREn=1) .

(2]
ZEAEH
YER B

FRLIR S0 Ry = WSS T 250 SV MR KT R 24 o 30D BRIl e 4 41 400t €
2 P 450 ARG B T 14-o- i T IERE G2 00 DURE = B B IR AR O 22 A7 [ 59D
K BEL 7 350 T 200 A 5 B RS 70 22 47 T I PR 5 i X5 S5O RO B b PP R S T T A 3R AR
AN iy [ BEARE, 2811 9540 ST 40 M I () 45 AU AT o TR LB P2 IR 1) 25 R A 3o

Page 20 of 26
Version No: 20220616



3D R R 1 T A UK

LA TE

SV REVELE AR SR PRI G 36T A B A D K 2 B R R A T I
wilhdE. Bihd. LEMEEH (WCKREMEERD.

iR 24 14

Vb M BAT TR 21 . S HABMRBTE R 2 —FE, LD RERE i 2 AL
ATRESE Z LTS, IR RCYPS 1R AE . W %23 [F % ih 28 A5 AL A A HE
SRR R, A AT AR e 5L 51 PR A

WANFISI I SR VD BRI A e LA 22 O 21 . 22 XN 25 51 IR
25 R R RIS B8 70 RAE, H DTS2 MR 250 7 1) S8 3% T RE 7R 2R
HHAR BT E R IRTT .

el

NULRE A E LT EUCAST MIC 7 (UK S; T2 R) -

o MH#: S<1mg/L, R>1mg/L

o AWM S<025mg/L, R>0.25mg/L

o 1 j#%: S<1mglL, R>1mg/L

I B A2 105 0 Bt Sk oy At it 55 T8 o 1 I PRI 1L

HHEPA

BiEEN

ARG B [ 52 SR AR R A K B P B R 1k 45 SR 38 A B

A

KRS D4 TIRIR YD FEme i = 7 &k 90 mg/kg/ Rk (LA AUC i, 209 N4ERF
A EFREEER 0.3 1), A WXTHEMEBUENEE & I .

RRARAERS B KA CRBUTIRY 6~17 RAGITIRYS 6~18 K) HHI4 T
iR b Bk 30 £ 45 mg/kg (LA AUC F, 70042 TIm R B B = 1 0.2 F1 0.1 £5),
AR EOR R 2 AR 2 2R A DG I . KERTE=30 mg/kg FIE T, Bl
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Rl 0 22 10 /5 B 22 TV i AR 2R A 2 SR B AR OGP T o E LA P 28 BT B 1 245 R R -
AT R B TR AR T LB

RBASTURIAAE LI (UEGREE 6 REFFJEH 20 K) & O THii LI Bk
I AEIL 90 mg/kg/ R (BLAUC i, ZNImRZEE B 0.5 ), #iFHE - st
SR, A DL YR B3 50 B 1 (R 5

WFT LK BRI 25 T 14C bR BRI SOV RRIME S, E LI AR 75 1

BoE It

FE—TRR 2 B0 MR —TUN R 2 FE0R MR, 7ER RS N gEFF
FIE T REEN 0.1 58, HEMERMEPE B6C3F1/Crl /NG LA K i Wistar K AT I
JFF 230t g AR/ e ) 7R AR SRR . EME /) BRUAE 300 mg/kg (B R &5 A\ 457
BEMLD TR . HEi/NEAE 100mgkg (BLAUCT, AANANRSGREE
(17 0.4 %) 75T H-BF240 MR g .

FEREPEANMEPE R, JUHORMEME K BRI 45 2457 8K 2 60 mg/kg (924 NI
RYEFFFIEN 0.2 £5) BF, SAUEEH] FR BRIV 40 i R o O B R R s 5 N8
a8 e DRSS PR DA p AN BT

HEYE R BRAE 300 mg/kg (i U NMER B T R EE 21 0.8 ) FIE T
B R AT Yege R AR F R E G N . MEPE R BRAE 200 mg/kg (RG# TR 25 NERRIEN
R T AW .

[ 2317151

BRIR 3D Rt — FhKIE R AT 24, P38 e 5 kR v 4 24 B N e 2 T IREG 245
YRR, BRIR YD B T AR I R T T K AR A T By VD B s T2 I L 24 R
FEHAR, I HALTELF k4 25 J5 R (/] N rT A

The

RS2 AR DIRAS S 5, TSP SE0 B RSO BLAE SR ORI 2 IR 45 24 J5 24
2-3 /NEF IR BN K M 2GR E (Conax) (ES WK 3) &
#*3 Dk CRESEMBA 5 REMIRE TR NTESH

| % | v REME 200 mg | VM 600 mg
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Gt (n=37) | (n =32)
Cmax (ng/mL)

SEH(E 7499 20028
SD 1893.3 3584.3
CV% 25.2 17.9
tmax (h)

HhAAE 3.0 4.0
S5 20-4.0 20-4.0
AUC (heng/mL)

SEHAH 121402 352805
SD 35768.8 72018.5
CV% 29.5 20.4

W~ 4 fi7n, CRESEMBA ¥ & MR 25, vb REME R 45t AR 4 F)
N 98%. AR Libsh R, FrkAI DRSS 25 m DL E R .
x4 ORAFBIKEHERARE 1ZESH LR CRYED

LYDREME 400 mg Dk | 3D M 400 mg F ik
AUC (heng/mL) 189462.8 193906.8
CV% 36.5 37.2
FEH (h) 110 115
BT RYC T 51

I8 v I D B 1 IRAE 25T 400 mg 30vb FEMER) CRESEMBA,  SCVD BRI Cnax
Wb 9%, AUC 4 9%. CRESEMBA n] %= i sk % J5 ik

paxitl

SO RMEAEAR A AT, PEIRES A (V) 455450 L. DM
NI EARES S (>99%) , HPFEESHERALE.

EYEAL

S 1A SR B CYP3A4. CYP3AS FlJg 8210 PR T IR 1 2 FE RS TR 1 5
(UGT) 25 7 30 FRMER AR .

TE AR A5 P SRR B [SR-14C) 3E0b e 4 £R 0 [ FJE-19C R S e
ZJE, BRT RSy (LR FEARE AR =M 2 A, RV 2 IR AR
Yoo BRIEVERCY S0 BREMESE, BT HAB AN K AUC AN S U AR
MR 10%.
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HER

i e S D ARTBOR bR D OB SCvb M, TS 77 A S o - g ]
RN 46.1%, £ R BP 2 BIR DY 45.5%.

JEU S 0b R e 1) 1 T HE T 2R T 45 25 U Y 1%

AR SRR P 4 S e A AT S AU TR T R

2tk AR 2 I

FEfE RS2 E H AT W FEUESE, AR H =ik 600 mg (U EVE RN, LD
ML 2B Jy 2 SR R E .

R N BER 2R3 1) %

I EHEE

A LEEE (<182 MZMRBI%. Wil FHEdE.

B

HHAIER BRI ZRE ML, R, s E RS 5 E 2l #F bR
B ILYD LR L Conax F1 AUC A AEAA I RAR AL A o 7E T AR 52 hie sz 300D Rende
) 403 BT, 794 (20%) BB /NERIEE . (GFRD it 60
mL/min/1.73 m?. BHEBE (BRELRMEREE) ATRERERE. R
ARG RENER (S0 DRERAED) .

ViR

32 %42 fZ (Child-Pugh A 25) FFZhaeA4A0 32 14 (Child-Pugh B %) At
Dife A4 8% (M Child-Pugh 7> E4E 16 HlFRIKEFF 16 4 DR EH) #%
SOV RRME 100 mg FLRERZ IS, 5 32 BT DR IE B 1 AR I8 K A4 B DU g e 32 1K
AHEE, Child Pugh A i H /N 3P RSt &R & (AUC) 311 64%, Child-Pugh
B 20140 84%. Child-Pugh A W20 P M ZKRE (Cmax) FR1E 2%, Child-Pugh
B A AR 30%. TEM RS2 18 AR B2 B BE P D e AN 42 S i Ail 17 300D BRI
AR B )%, 45 SRR REAT b BEJF L0 N B o 1) 300D BT Bk % (CL) 1B 4>
ol A R ANHEAIR 40% A1 48%

R A v RE AT A SR O R R R
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FI Al AR AE B JH44% (Child-Pugh C 20 3 b #EAT 3D BRMEBT 7T BRARIA
NIEAER G KT A, SAZEREEE TR (S0 UEHEY . LES
FI0] ) .

(5]

i, 7E 2~8CIRAF .

A b AE R RRRE S, A P A B ARG E PERRAE ] 2~8°C R ml fRAF 24 /S
I, FEZdR N Al IRAF 6 /N

WA EM L RS, A AE MR 5, NAZBIE s anASLRIAEA, A
3 fa ORI A ) 2 BT ORAZ I TR RIS, BRI AR 3245 HLISUE I JE WA g T R AN
MikE, I RAFAE 2~8°C N AT 24 /.

[ 3]
SR FH v B 30 B A N AR S o 7R FE 7 5 0 — DU LI P T A I 2
A S IR FH AR 2 4H A R e
1 /&

[ B %]
481N H o

[HATARAE]
JX20220065

[H#LHECE ]
[ 25 i HI20220054

[ EWHFRHAA]

4 FK: Basilea Pharmaceutica Deutschland GmbH
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FEMHibE: Marie-Curie-Strasse 8, 79539 Lorrach, Germany

[E7=4k]
V4 #x: Baxter Pharmaceutical Solutions, LLC

AP AE: 927 S. Curry Pike, 47403 Bloomington, Indiana (IN), United States

[ ]
IR AL 42 FK: Almac Pharma Services Limited

IR ALEE] Hitik: Seagoe Industrial Estate, BT63 SUA Craigavon, United
Kingdom

[EA BRI ]
SR W BEAT B A
fudik: JERUTHARIR X HIPA T KA 3-7 5 1T 3% B JEE 8-13 2
BB W E5: 100010
FLiE: 010-85167000
PR R . 400 910 0055
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