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R 3 = 3 5
O R A2
ok M T AR i T o M AT AR YD R ) 71
(CYP3AA/SIEYD AUCin: 1 8% o
Cmax: 1 14% JoR B PRI OR VA I - T 75
SR V5 ] A=
AUCins: 1 16%
Cmax: 1 6%
1E2ZG
VEE U T s VEE U AT AR YD R 7
(CYP2D6JEY)) AUCin: 1 18% =
Cmax: 117% E%/l\?ﬁt: %%Uﬂ%ﬁ”
AHEgE GEMHERYD - &
AUCin: 1 4%
Cmax:  + 2%
Sy -G
IR IR 1 AR DK e AT AR YD R 7
(CYP3AA/SIEYD AUCin: 1 103% o
Cmax: 1 72% 1 SUN RPN = Ve vl AR
(CYP3A4HI]) 5 RARAEFISE DR, FEAR B
T Bk D TR
THEAZY
AR AL KA T AN T LR R 1 5]
(P-gpJE#) BOKABR R E AT R4 | &=
. ﬂmmmmﬁﬁ%ﬁﬁ
(P-gp#iil) A, BT UMEI, FEREE
it B T
KAY
i P AL Wi P K] - AN T LR R 1 5]
(CYP1A2EY) AUCin: 1 4% =
Cmax: ¥ 1% e S P o S =
TN ZT )
2 EA R ZARARER ; T L A YD R ) 7
(CYP2B6JEY) AUCint: | 42%
Cmax: ¥ 31% ﬁ#%%:ﬁﬁ%%ﬁm
(CYP2B6i#% ) 7l &
NNRTI = JEr% 1 W 7 Sk Bl 7 P-gp = P-HEER

D PR KPE T B 4 b

O AL #E400 mg Svb BEME B IR 25 2 JE T T R
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AUCint = HhE 2270 55 RIS [ (1 L5 245 03k 2 -t (] B 2 R IR s AUCkau = 7225 F 24/
P T 359 PAY I 2 245 Ak P2 - ) B 4G R TR s Comax =8 K MLIEZ5WIIRIE s Crninss = B8 T
1 3% 23R
(£ E]

I QT WHytrh, SinsrflEA (A THK 200 mg (3 REmE) HLL, £
YO MRS AR (A TRER 600 mg FISCYDREME) S5 TN S SR o AR IR (045 -
K kL FREIRGE. WBHE. JEE IR, WG, DT BV FREEGEEGR .
MXHE . A FRRE L BB, O DA, RO

A B

3D R AN BE 3 L VG AT T

REEAT SCRHATT o
O RZ5E ]
Eawpakea

Frt R 3D R fE — FOKIEVERT 2, @ kiR E 4 2 eV IR e D iRes 2. 45
Zia, BRIR S D FE A I A I 5 Al K A D i PR R SOV R s R A 2R R AR

%, JFHANAE LRk 45 24 5 R I 8] 4 mTASE H

LTI

RN 2 IRAS S5 I8 VR SEvb REWE g R L HLAE B R 22 IR 45 245 )
29 2-3 /NIE B F K M 25K E (Crmax)

(FEZRELD .

Ko IR R R . KDY ER,

F 4  fEERA DR CRESEMBA 5 X BEM RS %S

S RV 200 mg RV HEM600 mg
St E (n=37) (n=32)
Cmax (mg/L)

FIME 7.5 20.0
SD 1.9 3.6
CV % 25.2 17.9
tmax (h)

HAAE 3.0 4.0
SERES| 2.0-4.0 20-4.0
AUC (hemg/L)

SEYAE 121.4 352.8
SD 35.8 72.0
CV % 29.5 20.4
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Wk 5 A7, CRESEMBA HFIE ARG 25, D RREMELSS YR N 98%.
MR IR EE s T, B RN 1 RS 24 ] DA . e i F o
#£5 BAORNEBKASHWARIN LR CPYE)

VD REME 400 mg KR SEvb REME 400 mg Bk
AUC (heng/mL) 189.5 194.0
CV % 36.5 37.2
W (h) 110 115
BN R 51

B v R T A T RAE 24T 400 mg Vb FERE ) CRESEMBA, D M) Crax 1820
9%, AUC 11 9%. CRESEMBA 7] 7= g 8% & 5 I »
il

/

7
VD RMEAEAR N ATz, PRI AT AR (V) L1049 450 L. bR A
MFHEAREL S (>99%) , HPFEEAEALE.
AL

M A SR CYP3AA. CYP3AS 5 S5 1 bR 1 T IR i 20 Wik 1 TR e 7% 1
(UGT) 5 1 3D R A

E N A P A3 FH 0L 5] B [ 9 B -14C] 3L e 45 56 N [ e R R -YMCT B R ST R 2 S
B VIEVERC (CSLUDRRMED ARG MR A, B R IVE 2 IREARE ) . BRI
J% 5y D REMEAL, T Al MR 0 AUC AN BURUR R E AR 10%

i FE 2R3 T BRSO PE AR I BB R S b BRI F O A 79 8 1 3608 (11 35 [T i
N 46.1%, TEPRIH IR Ay 45.5%.

JR b R I HET i SR T 2R 25 = 1 1%

RIS VA ) = B A AN B Ja A IR T B

2R PR/

TEAE R SR F AT B FEUE S, 7645 H =ik 600 mg (I EEHE N, 370 HEmE)
2R3N 1% SRR BUEL.

eIk N BE I 251 8h 1) 2%

I #EHEE

i WU R I 7L (N=97) IIEHEH K T B 230 /1% (PopPK) HLAY, Jfil
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RN TLERENS T % RE/BAEIILESES (1 2<18%) FRATHIMI
IEPRBEFT (N=73), o 31 4532 3 vb BEMIG T 1R 28 Mk i 300 BB 20
K6 MIEAFFRA . RE., HLZGREMFEIN AR 37D A )L & B

HH B TN 2

R6 RELWHEMAUC hemg/LYE (BFRA. AE. KLBRRNFIETIH)

A (B KRk |[#BEKky |[FE AUCss (hemg/L)
1-<3 4 [k <37 5.4 mg/kg 108 (29 — 469)
3-<6 4 [k <37 5.4 mg/kg 123 (27 - 513)
6—-<18 i ik <37 5.4 mg/kg 138 (31 — 602)
6-<18 1R 16-17 80 mg 116 (31 —539)
6-<18 1R 18— 24 120 mg 129 (33 — 474)
6-<18 1R 2531 160 mg 140 (36 — 442)
6—-<18 IR 32-36 180 mg 137 (27 - 677)
6-<18 FRIKATC R | =37 200 mg 113 (27 — 488)
> 18 kAR | =37 200 mg 101 (10 — 343)

AF RS ZIEAFFER AL, )L E B 1PN 2 5 & 5 RN B (il 25 5 8 A
FoAth 22 R EL B SRS IR RT A MR B e S 7 (AUCs) MY, FEIT
¥J AUCss = 101.2 hemg/mL, #5#fE% (SD) =559, &3 6.

FEILEBEWGHTTRT, Pl ERER BT B8 I6 Y77 & 600 mg 3LV HEMEZ X
Nty (BH—UO BRAEEREE (R 4, RATZEZE FTHARFHRAERE
(W (AT ED.

B ) RE#R

S5HAER G ZIRE AL, R, R UE S DRt F 2l R W
SR VD FEMER) L Cmax A1 AUC A ARG R AH R AL . A5 1N AT 78 e 32 300b e e 2
ity 403 B EE R, 79 % (20%) HF AL ENEREL R (GFR) KT
60 mL/min/1.73 m?. B Ijfein s &E (BRARPEREE) AFERENE. 0
FRMEA G a i B S aiE by (S0 LRERED D .

WG T B DhREM S LE B R (20 THEME] D .

ViRl

Page 18 of 23
Version No: 20260127



32 4% £ (Child-Pugh A 2) HFIZhagA 440 32 5+ (Child-Pugh B 25) A Ihfg
A4 (P Child-Pugh 7 46 16 FI## kA 25 E F 16 B DUIRGB 2 B ) B%
SRR 100 mg HIRG i JE, 5 32 T T REIE IR AR 2 A HE DT I ) £ R 52 A A
tt, Child Pugh A 2t fe/h 3l 3 Rt & Fa & (AUC) 3911 64%, Child-Pugh B Z¢4H
/0 84%. Child-Pugh A 245y HIFIIMZGIRIE (Crma) 1K 2%, Child-Pugh B %4541
K 30%. FEf# RS2\ AR B Bl b FE T D B AN 42 B vh Ay 17 300 e (K AR 245 R 3))
T3, A RR WV AN b I D R T NHE P K SO0 e TE B (CL) B 43 70 LU A
N 40%F1 48%.

B Z D) Re T B LR A E .

H Al A7 55 P ThBEH 2  (Child Pugh C 2%) B3 rhdb AT vb BEMERF 7S . IR RN
NBTER AR TR, SUARNAEXEEERHEH (20 THZEHE] . [FEEE

1D .

R T IS RESE ) LE & 8 (20 THEHE]D D .
iR K ]

077 1R 2k #7595

—IRRANL. XE  BEE R ACHT 78 7E 516 151 b it 25 o P s L b £200R BB 5
422 2 M T B0 3 491 PP VT A T 30D R R ST RN AR 28 1 ot 0 1) e A A R . AE
BEEMERIT ATT) AR, 258 #3532 7 30 RMRyT, 258 & #5327 IRar
FEMIETT o TERT 48 /NN EE 8 /NI FR k4 T SLID e CREKAR T 200 mg bR
M, ZJEREREFIKEN IR 25—k CRERAR 4T 200 mg SCVb M) o J7 S RE )
K IRIT RREERT IR 84 K. FPALIAIT FREERT IR A 45 K.

AT SEUE H AR R SERITE R (EOT) PR T mylTT AR GlEiT4riE.
SRR R ar 7L H HE SRR AT IR 12 A RIS TR 42 28 v 5000 (38D 1 B R 2%
fHot. myITT ABFEFE 123 BilH:52 30vb MG YT 1) R 108 {513 52 AR 3T R LR 7 I
B RGBT, SRR SRR 2 35% (43/123) , ARILFEMRAE 1 A
%y 38.9% (42/108) . WEEFHIRIT Z S (RILFREME-SLVD ) O 4.0% (95%
BIGIX[E: —7.9%; 15.9%) . fEixiEfAr, Vb RIEALE 42 RIEFIET-F )y 18.7%
(23/123) , fROLJFEMEZH A 22.2% (24/108) . WHEEIEIRIT ZE R (CLVDREME-(R ST FEME)
N-2.7% (95%NEFIX[H: —12.9%; 7.5%) .

IR BB
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7E— T E Fr 22 H O R SRS IR 78 CVITAL B 70) w1, 37 B2 sk R &
BRI RN B 52 7 LVD HEmkeA 2. TERT 48 /NI N 8 /NI ik ek 1 iRkgs T LT
JEME (BT 200 mg VPR |, 2 JERREFIKEID RG24 —Ik (BRI AS T
200 mg SCYPREME) o EAE RN A BRI TP AR T RRSERT ) 84 K, T BRAE R IEZ
SEBERIGITI 21 AR E PRI IT FREEI AN 102 Ko X FASr 8ods o & % i 4
(DRC) & XL BURIK S W B B, ERMEE AHPH 84 REFT A
43.2% (16/37) , LELLSLWD RMEAE R WIARIRYT B 5 B o 42.9% (9/21) ,
BMEAPLEBIGT (FEARTHUEER B M7 RN X LI y7 AN 52 i %52 %
IO BRI TT BB B RO 43.8% (7/16) . /£ EOT i, DRC V& fa i Ih R N
11/35 (31.4%) , HA 5 ZEHEERT. 6 BEHEIMMEE. £54h 1035 (28.6%)
¥ B R R B R B . E OB ARAR BRI R, APIEE D AT I
HRIFNE . (£ 5 IR EZB BT EET, RUED RIFNE . HAMEMIERS
WARH AR (BHEEE n=2. ) HRKER n=1. MBS E&Hn=D .

JLEE A #E

FERERZ 2/ — 30D FEMEER KB D IREE 2511 77 1)L EE 838 b, DI 1 300D R
R 224, HorhEdE 31 BIEIG PRI 7 e 52 300 BRI 742 28 1 it 2303 BB B 1)
JLE B . FETURIRIT RRET ) T TR T R BT AR BB, SO e 4
HLiff %2 R
[ZzE]
ZHEIER

FEELIN

TR IR S R Ry — RS L B 2P S R IR T 2 o S8 R e o 410 o 4 L € 3
PAS0 A 14 1ty 2 T S B 14-a-Ji8 R R 07 DO0RE 6 S B A0 9 22 A 1D SR
AL R 0 R S i 3 27 A R ) o 33X S50 M B e R A S T Ak BROBURT 22 A [
BEADURE, TR I 550 30 B A PR 1 5 A RN T RE o Il L 3 A i 1) 25 PR R0 3800 B e
A F AU

PLRE T

SV R LE AR ST PR IR G o 0 R 41 (R Gl A= P 0 R 22 BB vk R AT Ve e S i 2
WM. BE. LENEEE (WCKREMEERD .

iy 24
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Vb R BAATEAE I 2. S AR PTRE 25—, D REME TR 25 A LR T
Rese Z FIBLEI AT, Hh AL ICYPS I AR o WL 3 [ i it 2 AR L AN A HER S
PE3R i, (E AN R IR e SE R S I PR SR

PRSPPI FU 7R S0 e MR At W S LA 28 S 24 1 - 58 i 245 -5 11 PR 46
RBFHIRNE W ARG BUTE 70 RAL, H2 MERE S MR 256 )7 1 BB 3 n] B ZER L

Tt B R IBIT -
s
EUCASTHT 1
=R BRARIEIRE (MIC) #T & (mg/L)
<S (&R >R (%)
H R 1 2
A 7 1 2
VALY 0.25 0.25
L% 1 1
H AT 8% B EHE R o FAth th 5 & R P50 0 I R AT Ao
FEHPR
pUidi: i

ARG ] ] 52 SR AR 58 A0 K SRS A B R R 25 SR 38 A B 1

AR

KA DS TR LY R RIS 90 mgkg/ R (BL AUC it, 218 N4EFE
EARTREM 0.3 65, RS E R

RRARAEI T KA CRBIEIRY 6~17 RARIEYREE 6~18 K) 7RI TR
Vb FEmE 30 AT 45 mg/kg (LA AUC i, 20 alAH S TImpK 2R 21 0.2 A1 0.1 fi5), Al
FOK BRI S 1 ST & A 28 S R A DS . KBRTE =30 mg/kg =T, 85 a4 Al
Z W5k 2 i R AR A R EAR D . 7E AR MR YT 2 IR IR-IR AT R B
0 H T L R

RBRAEGERIAFE FLI UEYRES 6 R EH 20 K) & N4 TRilR b B iR &
FIEIE 90 mg/kg/ Rk (LLAUCTE, ZINIGKRZEEEER 0.51%), 2hF = BAET: 238,
R X S R B 7 6 B 1) )5 )

WH LK BRIk 45 T 24C A i R BRIR 3LV e J5, - 2 L mhoRd ) 38 s S 1

BoE
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FE—TURR 2 FEUEME IR — UM 2 FEUE R, ER B AN GERET
B NRGEN 0.1 50, HEEAMEYE B6C3F1/Crl /N DA HEYE Wistar KR AT 0 -4
e JE g /e ) SRR AR S VESE . BEVE /N BRAE 300 mg/kg (BeFeE 5 AN4ERF A EARLD
TGN . HEPE/NBAE 100 mg/kg (BLAUC i, XN NRGRFEER 0.4 65 7
&N RRAE R R
FERENEFIMENE R R, JCHRMENME K A2 257 K2 60 mg/kg (L109 NF IR
AERFFIERT 0.2 65) I, SIS 30 HUR BRUE A BRRT o K SR IR IR es 5 N 350 1 X
B RAH ST AN B A o HETE K BRAE 300 mg/kg (FRFE BN AN4EFFHE T BEEM 0.8 %)
PR A R R AT 4RI A A AR AN . MEPE K BRAE 200 mg/kg (RARFEF 5 AL
FE I 2 ER EARRD &N AL T e
(58]
wa, A 25 CHRAF.
TR A S JRLE ) LB AN RE R PR 3 T
(B3]
R R R CARA ph S R BRI RS0 . 294adE, Al R0
5K, 7 AR
[(H%A]
301 Ho
(AT HE]
JX20250147
[ S 1
[ 24 #E 5 HJ20260017
[ EHHFATRFAEA]
ZFx: Pfizer Australia Pty Ltd
ML Level 17 151 Clarence Street Sydney NSW 2000 AUSTRALIA
(4740 ]
Mk 42 FR: SwissCo Services AG
A= itk Bahnhofstrasse 14 Sisseln CH-4334 Switzerland
[a3]

4 %K. Almac Pharma Services Limited

Page 22 of 23
Version No: 20260127



fudEHhlk: Seagoe Industrial Estate Portadown Craigavon County Armagh BT63 5UA
United Kingdom

[HEHTEAN]
LR RERR I TTA PR A W)
bk BRI R AU 1168 B SR E) 1 36 )2
k& 7750: 400 910 0055
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