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SHRNFAZ . B AR BB Z A B AT R

#£ EPIC-HR #F 78 52 A iV 7 1K) 1109 4] 835, 140 411(12.62%) 4 65 % K UL Es
[ EAEM]

F Al 20 A i T

R ARFEI A8 CYP3A HIJEAD.

A bt 5173 CYP3A 250 & M W] e & BRI B Rr S ANAFE AR I M AR, E i Pk A
b 7

A 530 CYP3A4 (2544 F T RE 2 T i 23 04 35 FRIFE A0 35 1A i 2R e S o
5 CYP3A #-EHF G- FEH

ZIXOMRRSF A 100~300mg 57839455 7/AIFEH 5 - 300mg/100mg BXH 5, S5
aﬁxé{i\gj‘ﬁ H:u E%%é%%ﬁ@%fgq%&%ﬁg AUCinf\ Cmax %%U%{E&g@ 55%\ 43%0 AUCinf\ Cmax F‘)&J—_E
JURAT B B B2 90% CT 43 Fil N 44.50% (33.77%~58.65%) 56.82% (47.04%~68.62%) .

2% FIAFF AR S RO F+RI4FF AR S
}300/100mg (N=12) /300/100mg (N=10)
AUCinr (h-ng/mL) 23010 (23%) 10280 (58%)
AUCst (h-ng/mL) 22450 (23%) 10050 (58%)
Crmax (ng/mL) 2210 (33%) 1300 (43%)
Tin (h) 6.053%1.7939 3.845+0.99642
Tuax (h) 3.00 (1.02~6.00) 1.50 (0.500~4.00)

BB IT LI LIT%CY )y B Tnax K9P A75C GED, 112 AR FLIEESD o [T 2 15 H ) -

5 CYP3A #II7 R H 4/

Z U A il R TRV 200mg 5 28 39455 /ARIFE AR5 - 300mg/100mg BXH S, 5
BASRA AL, ZEIRFER) AUCuus Crax 2 HIIEINZT 39% 19%. FI4FF A AUCuus Cinax
K IE JUATSAME EE A2 90% CT 45515 138.82%(129.25%~149.11% ) 118.57%(112.50%~124.97%)
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FHERFFEESFAFE B il R+ 2 B AR 5 VR BT AR TR
SH FB=E Fr300/100mg = A'300/100mg (N=11)
(N=11)
AUChs (h-ng/mL) 41840 (21%) 74430 (21%)
AUCy, (hng/mL) 33350 (20%) 46290 (18%)
Cinax (ng/mL) 4678 (17%) 5546 (15%)
Tin (h) 8.255+1.9465 7.793+0.89019
Tmax (h) 1.020 (0.500~2.08) 1.700 (0.500~4.00)
s it X A 24 FRT R
CYP3A4 JEWZ5H)

AR R/AFER 2 CYP3A sz, wI Tkt CYP3A A2 (1 M IR
PRIk, Z8FR /AR A5 m AR CYP3A HEATIE R H L MR s T e 3 80™ &
A/ e A A RS2SR (I [RR D SRR T KU, 4 N5 18 HoAth
ARG FEURE REM BT CYP3A4 R (W [ZERD &H.

ERA IR EE R, BRI FH ARSI CYP2B6. CYP2D6. CYP2C9. CYP2C19. CYP2CS
8¢ CYP1A2 Tl itEHfIfE . SN R EIR, RIERFFinse2 CYP3A4. CYP2B6.
CYP2C8 Al CYP2C9 1175 F:71, e AR AH I A S o 3 TR A i , 22 7045 F #0| BCRP.MATEI1
MATE2K. OAT1. OAT3. OATPIB3. OCTI 1 OCT2 [ r A%, FEIRKAHIIRE T, &
PR3 AT eI MDR1 F1 OATPIBI

CYP2D6 EEWZ Y

FETARSMNIHFE, FIFEIR T X LRI (25 P450 (CYP) WA BA i BESEF 1y, FEnTaed)
i) HAEAAER, U0 R : CYP3A4>CYP2D6. A i 5 CYP2D6 [ 25%)4 H vl GE T+ 51 CYP2D6
JEMD IR FE

P-iFELEYEY

Afht PR (P-gp) tBEAEEEMT), WiziiaEALAMEER; FILEEEs
ITIEOL T NN o AT B U1 25900 %2 A VR AN 7 2000 I 5 T K S bl 2D 77 e, il 7 )
IS

A ATBEHE S CYP1A2. CYP2B6. CYP2C8. CYP2C9 1 CYP2C19 )% %) B B 44 A48
PRAEFE S AT 386 e Jok 1 e s A5 AR PR30 20 24 i (R 2B Ak, FERTRE S BUL 2 M R4 2
P P, AT PR B4 A LT 2

A AT B L 1T 290AR AR AW FE R, 29 A0 ELAE ) B VA DA AR5 » IR,
SHRIFEAFAT R 25 ELAE G A AR b

5 CYP3A4 JEYHA LA

BRI e TR 2mg 7R O IRES ZGAE LG, RIS RG22 R 23 3R A
[FIFEIRE A 300mg/100mg BEA LR 24 5, WKIEME 1) AUCines Crnax 1 LA 35E 43 AI3EINZT 14
G 4 5. WKIEMES ) AUCines Crax HIRR IEJLFIIIME EE K 90% CT 73 71 9 1430.02%

(1204.54%~1697.71%) 368.33% (318.91%~425.41%). AMATES CYP3A4 JEYIBKIAM A
BH (W (32D,
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o BRIE M O ARVAW2mg | BRIAMED O BRVA 2 me+ = B9 6 i /F1
(N=10) FEFRE F300/100mg (N=10)
AUCiy¢ Ch-ng/mL) 26.13 (45) 363.9 (13)
AUClse (h-ng/mL) 25.02 (44) 353.8 (13)
Crmax (ng/mL) 9.812 (38) 36.18 (17)
Tin (h) 4.988+2.2058 10.47+2.9096
Tomax () 1.00 €0.50~1.10) 1.00 €0.50~1.05)
5 P-gp [ L NHIE S/

EiXtmBie e 3 75mg FRFIE D RGZGAHEL, XRS5 2 R R /AR
FEH T A 300mg/100mg B 52524 5, IS LEINAERE) AUCinges Crmax WP Y4B 73 751389 1124 1.9
5 23 5. BB AUCkts Crmax MR IEJUAIBME L & 90% CI 435028 194.47%

(155.29%~243.55% )~ 233.06% (172.14%~315.54%) . 5 & F T 2 89 sk be hn 7 i fé) i
VR, NI B A ot XU o S92 8 L R i 14D 751 a7 [ B 56 S

- EHINHEERE7Smg | AR 7S mg+ R A /A
(N=21) FEIE F300/100mg (N=22)
AUCiy¢ (h-ng/mL) 625.6 (61) 1177 (66)
AUCly (h-ng/mL) 595.0 (65) 1178 (68)
Cinax (ng/mL) 71.87 (78) 154.1 (72)
Tin (h) 11.48+3.8485 9.636+1.5692
Tmax (h) 2.00 (1.00~4.00) 2.00 (2.00~4.00)
5 QOATPIBI1 JEYF 67T & /H

ST TT AL 29I LE, fEEG AT MTT 5 2R BRI RATR BG4 )E, H
EPARABTT AUCint A2 Conax B2 1E ) LR 1 E ) S50 2850 BRZH LUAB 23 73009 131.18% A1 212.44%

A H AT 25

H5EAELME (BUHERD (s 255050 & 2 BARAFTRF MiH K. X2l T X
L (B EERD el R0 EE . BRI S 5 S LW (BrHERD 1)
T ZGHIFIE M. WEREHF IR EL e CBIERD, NIRRT, WRTTRE, IERS
R R IR AR08 CBEERD 5 MRS KT AT BE 2 19 n, 7 fe /5 20 B0
AR, ik 2220 (BhERD T a, RAESIEH RIS fret 2 bpif (S0 (28
2D

FUEIS 3K VA8 TS 504 A2 st s, b6, S ZIRANET) 1y
BN R T (L 20 DA F 25 TR R 5125

FIFEAEF FUEE BT T BT RILR TR ZL Y R EFIR IR
BRI EEAT
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28 ELAE A -RIFE AR+ 5 B BRI

amgy | SHAN O FRTR | ehms | auc Coin
A& (mg) (mg)
RIS 600 q12h 100 q12h W2 | 164% 15 fi
FIFEIR ] CYP3A4 T3 I 2e ik A5 I MIB 7K o I RIS UE L T
LRI 600mg (— HPZO FAFEM 100mg (—HMX) & HN %244
WMo HEELE, TSR ZRBFHUHT.
B[ LA 86% 11 %
BT LR 300 q24h 100 q24h ST | 12 o %N .
FFEAR T B 0] CYP3A4 TG IR FL AR A & Ko I RIS UE 5L T
FEBE 2 VAT I B BT LIRS 300mg (— H —¥) FIFIFEARE 100mg (—
H—¥O AHZEEK. B2ELR, TSR HA.
kR 600 FFFE | 100 q12h B 114 1%
FIFEA T3 18I F0H] CYPIA T 3G A 72 A8 43 M3 /K o a8 P AR 35 L A5
FEA T 6 A BRI ORILTT AL R AL RIFEAR 54 &2 = T 100mg (— H#
PO BSEMIEAERNER. F2E0, B2 mIA.
700 q12h 100 q12h LW 12.4 f% 11 %
FIFEAC T @ H0H] CYP3A4 MRz ik AH CREAAEDIT) HIMmiEK .
E I FEVD AR5 D205 RIFEHR A F A Re B R FLT 250 IR IE SE T a2 3R
7 B G ARV IR 700mg (— H B0 ACRFET 100mg (—H IO &
%A MR AEFFEI S FES T 100mg (—HBHIO B S5
THERMEN. BE2EE, TSR/ REHE.
800 q12h 100 q12h Efift g5 3 1178% ND
FIFEH 172% ND
LA 400 q12h 400 q12h eS| o 14
FIFEAR o —
FIFEFR s CYP3A4 3G efi AR Mg /Ko T4 el %
AT, X FRIEE AR A IE 5B R E . S RFEI R R E R 100mg
—H PR, HA-FH2508080 7755 -7 8 . UG RIS
(100mg, —HMX) HeitAli$H (800mg, —HMR) BN HHEE, KN
AT BRI 0 A ) AU o
1250 q12h 100 q12h AR 120-39% ND
AR 750, HF&E | 500 q12h AR 1152% ND
FIFEI o —
FEFEAL T @I HE] CYP3A4 TGN AR AT MG K. K TA %
APEJT T, IXFRECG S FH (3 24770 & R A E - S RIFETR T A2 IE 100mg
— HPR IR A S 230 7 3 5 7 R
1000 q12h 100 q12h WEIREHS | 115 1% 15 fi
- 400 q12h 400 q12h FIFEIR - o
DRI WEME | 17 6 ND
FIFEIR - —
FFEIR P H CYP3A4 T3 inyb 22 b A 43 9 s K7 W2 H R
HRFMFEASH. FHFEAF 100mg (—HPR) S5¥ZEAF 1000mg (—H
PO G, 24 N RDETRFR RS R R 2RO T ST EL
1200mg —H =k ANEFRFEI G N2 2.
1E— T 5 R T 600mg (— H —¥) Fyb 2 1000mg, FIFEAF 100mg
(—HPER) = FBA N {5 R & T AN EAE FH e RsE 7ok, 2

1371, FL337)
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1-5 RJa L7 = E T e tE, FeE M i 1R R 20 5.
1T AT AR VR A ARSI H /AL E SHRETE M. B2
G, TS B A

500 q12h 200 q12h B 1% 129 %
‘ AIFEHE 140% ND
BRI R AR 0] CYP3A M A R IS KR . B R A A5 1
A IRFEA S A FH AR T 8% SFHEFH S BRAFE &N, FflEAR
AEMCT 200mg (—HPX), BRSNS T M. EL2EE, TG
LA A= B 1
ND: K#fiE
15T 5 5o BT LR 400mg (— H —¥k) HIAZ X9t Eb i
2T 5 MU 2R I8 1200mg (— H R IAE XWTF5E HLig
35T 5 B FH R E 800mg (—H =¥Xk) A XU 5t L
4 FF 5 AE VO ZE IR 600mg (— H =1k) #5385t L
#MEEAER-FIFERF SIEER NIRRT R EREY
R R ME '
P ZYIINES 200 q12h 600 q12h 2h J5 P2V IINC 113% A
HTAFEA R S SRR, mREIEN S ERA, bl &% 2
IS A 7 224 (R B 2.5 /N o AS DA AR T
HEFEE! | o N
Hy = 5 h h
7 458 400 q8 600 q12 T 0% 5%
555 8 b, FIFEIR R A SL iR, 3 58 (254850 Jy e . 2 g
Fi 8 G, o] DL B ARIFEIR 5 155
WAEF & 121%
+ 600 q24h 500 q12h
(S a 1 T | 17%
YRFEIFAE PR R R A S AR T KA & R, AR HE4
Cansks, Wy, BOLFE) R EAES R (&) MR
EI.
100 q12h 100 q12h RH% 1161% 128%
Oy FIFEAR im0 7k CYP3A T340 S+ 2 1 il K. SR8 a5
FHERFH ARG Sh Y #EE. F2E8, SRSRFHD M UEHE
1,
S EE VA - -
e EhA 200 q12h 600 q12h &
ALY 1 1 PR | o o
FIFERFH SR FHRPE HR, A2 SEEE TR FERFERFH 2430 712
IEAG W R AR S g
400 FR7)
o 100 q12h ok 16% 1%
FIFEIR 5 5 6 ks & R, 2 S EUR RS 33 KCF B S BAK  AS 00 AR 77 =
200 q8h | 300 q6h FERE | 125% ND
HERE FIFEIR T v RIS T 5% 2 K KA A MR I, FEGY 2 K E KPR,

A AT

ND: KHiE
1. FETPAT X R

#
=
SN
b=
b
w
w
b=
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AFEAHXE AT R BRI RN

aEHAY

ER%Y R e RHEY
FIE (mg) (mg) AUC B

Xt & HAY
Cmax E‘]%mﬁ

o-F _EIRRRER AR I

SHRIFEIR A& HI T et Ik nrt gR ) 259K 1, AR E M (B0

Ry BRI, WF
e, EZinEE, %
=9

] G s (2]

ZIRM AR
FIFEIBFAE AP FE IR TP E AR, TTRest CYP2D6, [HULii

AR ] WIS N 22 JEA B S HLATAE M I 259 FE . IR R 2P 5 DUt s i %
iR A 25 I RIFEIR A F I, B 25 U0 MG T RS ANAS R OB (2
W [EBRETD.

B

TN EME 16 q24h 100 q12h 157% 177%

ZHEET N SE 133% 1108%

B OBE A R AR o o

Y
FEBA] B RN 52 B v, T T ME R L A R A I 2 ik
TR A2 5 B A IR 3 B U RCE SR . R 254
AT BV T N EEBRIFE IR B A . YRR S S B —E AR
HFFN T N vEMES I, Bk 24515 Bib S WA F & B 70
PR S

Wk & e, ME | AR A ARSI NIR BE, i E AN AT I 2k, A

R, RS W2 HEH (S0 [ZERD.
FIFETR AR R LA BN 7 2 38 5857 ST S e S5 05 B 24 00 1o FH I 2 41 1)

K e CYP3A4, M FHHE N2 R MM 253 « 25 KB S RFEHF & H
B, REE DI IT SO B S CRLFEIFIR D o
5, HfIE 500 q12h 136% 138%

VO ! T FIFEARE RE 6 SR AT PSRRI, BT LARIFEIR B P s s 0
BR8N 772 9] 5 S VDB A F I AT B8 7 G N 55 v IR ) 751
o IR B SE VDB YT R I PR N RS T R

e MRFEIRFAE bt S I 0 B 2 sk 2 AR 30 ) 3 A FH I, AT R

- KA G R R AL, 1T PR A E () 7K o

PLOLLIEH

- BT HREFEAR S0 CYP3A BIHMHIVER, B8 v Rk B 2 7. Rtk

- L GTEHESH (31 [(Z#RD.

PLBREY

J LR, R

AMFEAFH A AT RE S BURILEE, SR, BRE, MR, H2iH
W, 2T RIMZKRERE I, Frildsdai].

0.5, BFE#K | 300 ql2h, 3 H | 1 86% ND

0.4, HF&E Mk

200ql12h, 13 H | 122% —

b 2 3 XRAR ELAE R AT R AT HAE P b 5 8 25 M s 25 A8 1 24 3
SRR P-WE AR 93 B AR E R AT T A R RS2 AT
MHFRIT RS, WEIFEE A IFIRAEIL, w3 FrHE
[ P ) 1 A% I D

HUEER 2
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HHAY

HHAY 7 TR & HAY

FIE (mg) (mg) AUC HIFMH Comax FIFZTH

& HAY

AT, !

3mg/kg q8h | 500 q12h | 143% | 132%

HTAFEIRH T CYPLA2, & HII AT BE R EEH o ms i 77 & .

U 2 AR 77

BTk e

20 mg, HIRZZ] | 200 q12h/1h H 148% 139%

40 mg, FIRZEZH | 200 qI2WE AT | 119% 1 4%

40 mg, HLIRZZj | 200 q12h/6h 5 1 11% 1 5%

HI T AU 2582 F (BCRP) FUFHEIRF X P-gp HIGAEAMEIIE],
A RE 2 FEUMIE IR FESG I o AUC FII Crnax B IR BE B T RIFEACF5 45
RIS Ta) o Al S RE SRR A FH 20 I NI (2 ILRVE 5 Je 24 b ikt
W) RIS BVE B B AR AN BB

Abemaciclib

T RIFEA T 0 CYP3A4 FMHIER, MW nTsess .

]S 438 %, Abemaciclib 5RFEI 454 FH 24 . A RER A F 2540 AN T
WG, A EFI R EIE S % Abemaciclib 255 B, RIS
Abemaciclib #H 2 FIA KM

BT At e

BRI b i e — b RAR BB CYP3A4 15371, XAl A S BCRIHFEIR 11
Rk B LOm R A A R K. BEAh, SR & M MLE
WREERTRENG N, PIRESPEU™ EA R SAFINRE, WA AR,

A BAFE 5 I ip bz & H

tEi e

HI TR X CYP3A Al P-gp MIMHIAER], MVEHKEE AT Esgin. A&
dn 5 T H B JE IR T 25 RO . A R IR R UG &%tk e
25 Y. NS R B JEAH SRS ROV

b, e
e, KEFEHm, K
B

SRIFEIR TS 5 P 3 B T e B, T B 5 800 RS AR R 2 2
whn.

Encorafenib

SHRFEAA & AR R REI N, eIk L stk s,
A EA BB QT [EYIREK (XU o

JS2 2436 52 Encorafenib 5 FIFLAR 5 67 HI 25 o W SRy ot Al i s HL i
ZUAE FHAIFEAR G, U 28 U DA BB v 10 28 .

Fostamatinib

Fostamatinib S5FIFEHL A H 7] 84 Fostamatinib fXii4 R406 [1) % 5% 5
B, SEGIEMACHARFM, WIS PR S
FEEIRYS o ¢ T b S A A I 7 B el R 1, 5 2% Fostamatinib [
2yt

A Je

HIFAFEA AR CYP3A EAMHIE ], B JE IR IR R B AT RE 2 48
TSR 358 PR A AR S A A AE A AR BRI RS o A i L3 S BEK A fa F
A e o dn RN 25U FAS it ELAZ B FH 24 2 Ak XU, U H B
A8 Je 7 kD 2 140mg S 25 1M ) AR 2 1 B

Neratinib

i T RHEISF A CYP3A4 IR, L3 v T A .
Neratinib 5L 48 5 AP, DRl il 2 B 252 o S i 12
LR BLR ST 2 0R (B0 (4R D.

Venetoclax

BT AFEAF 0 CYP3A MIFNHIAER, MyEHRE T Ress N, S 3rERLLh
T % 77 B e 3 Y B PR A FRAE RS B (0L [2E2R]] 5%
Venetoclax Zj /bt 45D

X EL5E RN Venetoclax (171 &% AT IR AR E R BRI EE, 7R
F CYP3A 52401157 Venetoclax 171 & 22 /098 2% 75%( S L Venetoclax
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B, P T,
i AR

&z SR R e REYW I NEHRAGY
” FIE (mg) (mg) AUC HIFMH Comax FIFZTH

2yt Ut B AR ED.

R 2 d]
10, HHE 600 g12h 1 153% 155%

Rk b E CYP3A A1 P-gp (41 FH 2= S BORMATD B I I 5 P2 3G hn 560 He ™
AR R, 3 T PR XU o PR AN AR I A P R ARVD B
AL A

R T FHEAF0T CYP3A [3MHIVER , B EE AT Re3G N AHEE A,
HIRA G2 (S0 ERB ] H2E R A 25 5w i 4D .
5, HE 400 q12h

1 9% 1 9%

USEIN 133% <

S-HEIEM REFFEI TR CYP1A2 F1 CYP2CY 15 SE ] S8 R-E1EM KT

RECAFRIN FEAR, RS RFEITXT S-Skt 253N 715 J LTI 520
R-FEVEMAKT PR ] e S EPUEAE S, BRI BSOS RIFE IR TR A
PG S0 75 2 B 2 AR ) 27 38 iR 5 AR R ARG P IS A 8CEE 7) H U
kS

Ry €]

T FIFEHE AR N LA B 77 2 38 550 5T 5 e S5 0 B 24 W 8l FH I 2 41 1
CYP3A4, PR F S 2 39 hn s v - S 78~k B o MBS H R 5 7h
PRI IR =5 I SR ) T RO A RO

SRR, ﬂ%%%%%%ﬁﬂﬁ%ﬁﬁ@ﬁ@%ﬁ%ﬁ%%@ﬁ%ﬁ%%ﬁ@

ey C@gﬁﬁ%@%%ﬁ%ﬂﬁ@%%%%,ﬁ%ﬁ%%ﬁﬁﬁ%?%

T E%WEQéﬁ%%%?ﬂ%%%%%ﬁ%H%Mﬁﬂ%%ﬁ%%%
()L 25 R BE AT K. 2R % 9 AT e PR R =5 B i K .

EiIR ]

B K & Ak, P | FIHBIS AR NP s e w2 25 M A AN mT R 7] CYP2D6, AT

VT, TABKER, EH | DOBOKRE AR, UV, kR, EFHEM, P TTTEE AR IR AL .

2R L) 5 A TS R S B 25 W I AFE AR 5 0 5 A5 P I e U )
YT RORIAS B

100, H.57 & AR | 500 q12h 1145% 122%

Hi 3 BET A - A I AUC 1 Crnax 73 AIBEAIK 15%H1 67%. S 51EN$UR
R R a2 RFE IR A I, R E e B 57
50, IR 200 q12h 12.4 1% 134%

1 I HRFEIRFAE bt S e s 2 29 B 245 X80 ) 7 4G i) 5 PR 2 F
INF2 164 o ot PR A DG AN R FA B R AR R SR A F R R AR R R 5
SR, DA I 1 il PR R T G A, I M AR SN 524

ER Y]
SRFEA T H 2 BB ORKAL BRI L .

HOKATH ﬁ&iﬁﬁﬁﬁ%%%ﬁﬁﬁ%&%&%*%ﬁﬂﬂ%%%uyMM
FP-gp D ET I FVE A/BUF D e A 2 B T A RIES
(3] Al [ERFID ESEHAKIE 75 E .

Pré &z

i =] K SRFEA A -G P I Baf w] K AR TR 5 1R af 24 B2 mT R 3G m, - ALk

FrERE o6 H G0N EZERD.

R E FIFEAR M TS e 5503 75 25 ) B 244K 3)) g 2 3G it 77 A5 FH IS mT i 5 i
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SR R e REYW I NEHRAGY
FIE (mg) (mg) AUC HIFMH Comax FIFZTH

P-E S A/ SRR AR E S HE, TR IR Z AR IR E 1 M 2459 o
FE AR AE R AR AR RE KT AT RE PR i 54 A L L I ] HHE 2 T 5

AIFEIRF Ay 253N 7 2 1 557 B BT S A 5 9 7 249 W0 4 P ek 2 41 )
CYP3A, ANTIHE N G 5 IR L o BBk faf FH G 7 fth s ANAFEAR
P I U D) N7 RANAS RN

RPGHUER 5 FIFEA 45 & I 3 (M 253 L A T REIE I, AR &
H (S0 (#RD.

AREATYT

150, —H 500 q12h 14 1 12.5 fi%

25-0-% L kAL F)
taAR T AU = 9)

138 fif 116 £

HIFFIARAT T 10 AUC 2 KORBE N, PRI AR Ik AMIFEARF A i s e =%
WM SFREAATEM (SR (BRD. SFFIRHE R 2E
IR SARATTT G R, AREARTT R B R 2R S 150mg
(=00 DME S5 e & A B e M. B @ER 2 m G H
(2R RGP = S U T . 78 HIV R Ge# th TP L6 T I
Z i IE I 2516 7

AT

JERIET AT RETS AT BAS, (B IR IER R Y] AT 5
FIEAFEAF (600mg, —HPX) A HIES, HAEFHIFniE S H
(ESELTRFEAE R RD AR, Al REXS S = AT iR T AT
B HIKPA 2 Al RAH A RE 0 o FIFEHS 3 0 FAE - RIS A

NE
B

ARST R

200 q12h 400 q12h 182% 166%

200 q12h 100 q12h 139% 124%

EE AR RIFLAS T AF e S e s 3 25 5 AR MBI 5 A, DRI
A S PR AR ST R PR 0L 249 P52 o 2 224 36 SRl FIFE IR F3 4 W 24830
LGSR S AR REMEIR S, B AR R PR S/ RS DA SRR AR AT
JREMAE ) {3k 1

Bl FE A

AIFEARFAE LG AB 775 1 557 BT S e rs 2 25 W 1 T IS e g 175
HEPERERR AL, T LR A B ER AR . I 8 R+
RS- 55 MRS =5 B 2 U507 0 L A P2 B 72K

DA W

R EGRFER R BATAH AR IR T AE— TR DA oA 2 751
IS VLARF/AFEA = (A TLAE W TT e, DLAWEMR ) AUC HEh0 22%.
I e A AR AR AR I A, HAE & IF 2 e, AT 2
PR R . KOV EA DUA R A RS XU, Wi 24 6
A I IR S S RS, TN AR TR A1 0 AT DLk g
MRS AFEAS 5 A5 I P2 o S VSCEAT TS 147 v U 00 AT A 2 g A
W S ERERD, 57 ARSI MR ED .
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14- ¥ 7 41 5 3% X
il

&z A N NEHAYM X ERHAD
idite & (mg) (mg) AUC KB Crnax FIEZH
500 q12h 200 g8h 177% 131%
1100% 199%
GROL: S

M Wi B RIBITE %, FTUAEE R IE R MBS P AL E. F)
FEIHAE N AR 1 s A sl b e R A S b B R A
W, R ERMFIEANEEL 1w/ S TFEIRAEEE, Nz
HREX whi A R E: NIEFHERRE N 30~60ml/min [ E 3 N Y&
50%, WLEFEFRFRACT 30ml/min 1Y HE B S IE 75%.

A i

RS RIFEH S B FH AT A ELAE W 9T . 7ERBAKFZ0E 100 mg CREH 2 KO
AL VLA =H/FIFEAR T 400 /100 mg (BEH 2 ¥ 425 8 14 R fEEE
BRI EAE R A, HUK 14 DM-6705 15 25 36
30 %. KEA S DM - 6705 FHRH QTe FEK RS, Ml A b2
B AR Z2 Il S RFEAC S, R AR F i ARy I A, gk
ITHEAEN ECG Wl GEZS I [HEERBM]), HSH Kl iR
PEREED).

AR ¥ SRR

FIFEI A J AR 80 g 2 38 50 77 BT s % S5 3 55 245 ) A FH s 2 il
CYP3A4, KR4 18 i 2% o 27 25 2R i BEme iRk i o B
FARNFEIAS 5 255 2 sl il e s 2 1302 07 W 7 RS RSO o

200, —H 500 q12h 13.4 % 155%

AR

SN I 2

i e FHEAR T 240 CYP3A S-S HH AR o T2 14 0 B i A
AR, AT AU o i 2 e 28 71 714
SRR I R A FRE, A2 %5 RS B AR M ()71

Tl R e | 800/160, HAFE | 500 q12h 120%/120% N

RIS 565 FH I A a0 T R Rt g P 56 S AR/ S W O (1477

B

PURHIR A NS 222

AT, VLS

SRIFEARES & Al gesg hn i 3 i WP BRI SRR IR, e i
H (S0 (#RD.

SR WE B, M B
B, B A AR

AFCIRAAE PRI S B 25 W AT I RTREI] CYP2D6, IR
WIRIE RS , M5 I R RS P R ML 249 B2 o 2RI TR 6 A Ju i S e 3 g
W) 5 IR & N UCE DT T RO RS (S0 (4%

=D

HIFAIFLAR AT CYP3A MR, FiliH &4 Pu e 1R BE v e = T

=R oAl
kbl T MRS BRITHAIZ (B RRD.
FIFCH T 2 0] CYP3A, THILFE T - e 20 . AL
T TP £ FET T 2 A ST e B, O i A P15 L
21.

B2 WA (K30

AFEAFIH] CYP3A4, PRIILATHE T B I b SERr 2 I 2 2 T

i B, MOREAF.
EIEREHIFH]

ST HURES ﬂ%%%%%%ﬁﬂﬁ%%ﬁﬂiﬁ&%%ﬁ%%ﬁ%N%ﬁﬂ
- CH&M,ﬁ%ﬁ%%%@ﬂ%*@ﬁ@%ﬁﬂ%ﬂﬁ,ﬁéﬁ%ﬁ%
25 5 R FEHE 35 B S SR WYY SRS RN

W R

3 4 AR S RIFCIRE A F AT RS i AR AR S B R E (Cormax) T3 1 i
- 8 R IAN (AUC),

FIBLPEIR 1T FIFEHS S5 CYP3ARIP-gp A0 i 4 FH A L3594 P mT RESE n o AN
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P ZREm | AR HE AL B R
FIE (mg) (mg) AUC HIFMH Comax FIFZTH
Tk SRR TSI AN Z (5 0 (RSN J65 % I ja 02 i
).

AT

%iiizkiﬁ S RUEIS S £ BT AR 22 fa AT AT, MR R A (5

il ZAl T sy

4 T

BIEh 1%

e RIFC T 2 T A I L 7 b F AR, e o (B

7 [ZED.
HCV BEEJIRESH
" BT RIFEARF T P B 1. BCRP 1 OATP1B HiMHIER, #& K/

ﬁ%hﬁ”W@m R A5 0 T R A B 5 T I 2
AR (ALT) FHEmR, R REI S 15 H A IR

HCV & EEs I
200 qd 100 q12h 17.2 i 14.7 1%

ES R T A kT CYP3AG [ ] /P 76 22 B LR R . R
5 R 4 2

HMG-CoA & J5 B 7]

BIFEAAtyT, Ak
BT, AT
T fhiT, FEr £k
b7, FARABT

B CYP3A AR HMG-CoA b J5 Eg kI 7] (5l g AR Ay T A
FERATT) FE S PR 509 B 25 M B2 A B0 70 2 3 5 5 I R B T
FIEA A I i 259 FE RT RE SR 2 3G 0. E VS ARAt YT RN 2 AR A T i
IR RGN AT B S EURE 5 BIUR CRFERESUVIA AR, R thix gk
MRS SRR HAH (S IERERD. FFERMITX CYP3A AR
IR FE B A . R I AT AR AT IRTE BR A CYP3A, {HA #HIEFK
%ﬁ&mﬁ%ﬂ%%%A%ﬁﬁﬁ AT 2% ML A TE

, AHATRERFEIE B 2 M . MRFEIF1E N 251 8h )21
%U&E?&%ir 25 I, BT AR AR YT R G EF AR AT R 24K
H ARG 2370 & . AT A RA YT AR A CYP3A, JfH i
%TA%M%%%WEW% 1R 75 K B HMG-CoA. 34 J5 il 411 551
YRIT, U SRR T B AR AT
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WREBZY
50ug, HAE 500 q12h 140% 132%
‘ FFEIR A NPUIR e i B2 A5 B4R B ) 2 1 iR 5 L — B2
LRWE FH I 23 BRAIK b — I i 259 B, TRtk A PR 97285 B8 A8 P 2 T2 L
BRI R 2 TV o FIFETR R T AR U 7 B I R BRI Sk
M R A A (S TERBHD.
G BEF 7
g f o FFETE =5 15 0 I e 5 3 7 25 WD B2 AR B 77 27 18 8 ) A58 B 2 410 1)
E ﬁé%ﬂ CYP3A4, MWMAHSI AR, My, fKYEEEE] 1 253 o
T WA i X 2 26 -5 R 208 5 I s 140 1) W 7 S5O AS R B o
iyl gl
CYP3A4 #5184 I Lomitapide F) %% Fe &, SRR < F %=
Lomitanid EIINIKY) 27 fis. ﬁ%ﬂﬁ%% BNl CYP3A, FTUTUHE S5
omitapide Lomltaplde () L2534 B BN 225 114 3548 FARIAEARF5 81 Lomitapide (2
. [225 1 A1 Lomitapide 2 it IEEEU%JPJ)
#2071, #3351




PhH AR

&z SR R e REYW I NEHRAGY
& (mg) (mg) AUC KB Cmax FIFZMH

BERR —FRESHIH57 (PDES)

(OEs#iIElS 50, HE 600 g12h 113 % 12.4 %
BRI SRFERFHEH (S0 (#ER] ) .
100, 5 500 q12h 11 % 14 f%

AIFEAR A PSS 75 2 B 25 A8 77 24 1 957 S5 R T ke T g
B 0 ) P AR AR IR A P I RO A E o AR AL T, PUARARALE 48 /)
I R R AN 25mg (S0 DERFID . Lz ik 5 &
FH LS A AR SRS (S H (R D

bk AR

20, HLFHIE 200 q12h 1124%

And

AFCHS A YU = 85 25 8 245 3 7 27 1 i) 5 Al ik Ak 5 A
P TEE . B MA R AR R R, B 72 DA 10mg,
(RIS s A RS (20 BERFHD.

b R AR S FIFE AR A A T Bl s i B N, i 2 ik
FE77 i BB A T 5 B

e RAE

5, HFE 600 q12h 149 £i%

T3 1%

LB A A E SRS (SR (R ) .

E IR

PR, Ty
M, R
PERE, AR B
PR IL

HFEARF AL AL F N w] B g i o vh Sk R, Hupa vk, S0w) e
CHNBPAPERIRE, s EH (S0 [#ERD.

MKk Mt B8N CYP3A4 AR, SRR & AT R R NI
MR R AR . MARBATAFERE 5 5 X R ARG E
I 25 EAF IR TE . MRARHE CYP3A4 HiFH K, RIS
WK PO FE ML P R B B I e BRIL, FFETIR AR 5 1 IRIKIA
MO, AR S AR ARK A& A AN th i S HE (S0
(R D. K TA: HRIKIA MG 5 H 8 & A B A R s R i,
£ FHIR BKIA M R I KT AT RESE AN 3-4 £, WURTHE G HIAFEHR
HAEDRKIEMES, BOAZE GRS E (ICU) BT, M
i DR BE % 3L AT %5 D10 AR i PR 0 8 5 2 W R 1 ) R/ B A Y B
I e R IUE 24 (1 SREE It N 2475 18 R BRI M R 2570 &, e
HR KA MG (125 25 BRI — UK

=m

0.125, H.5& 200, 4% 1>20 1 187%

SHRFERFH& A b =Gk ez, wtEsai (S0 (5
l%))o

R 1

50, HLE R

500 q12h 162% 159%

& IR e AQ
£

147% 187%

SRR EIE SAFE B A M, a2 25 IR E e 1
WRE, Ja# RN R BRI A PR I o 25 FRIR eI BE T
e AT BERE BT PR FR s CAniiia 4D RS (S [2ER D).

B

1, FfE 200 q12h, 2 H | 12.5 % o

500q12h, 10 H | [12% 116%

A FHAIFEIIR 3 2 5 2 B e (AR . IRFIAIFEIR S 10 HE, R
WLEEBIAFTA L A o AERE e AR S S 2 /T, FIFEAR S
PRI e 53 5 25 s 24 X303 2 1 i) 5 BT e £ 5 PR ) e 0 80
ENZIAALE S

TR

AFEIR T3 Rt S e s 2 2k 2 A3 77 27 18 5| 2 3 CYP3A,
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HHAY

SR R e REYW I NEHRAGY
FIE (mg) (mg) AUC B Comax FIFZTH

PRl T 2 8 i o TR IR B R . 2 T URIAR S A A
I S S I M T RORAN RS

RIRZ

MR 1

5 200, 4K 128% 122%

28 DI L B B 25 1F MR IE W] SR & .

RIBZ

2 AR A

150mg 100mg q12h 122% 121%

150mg 600mg q12h 166% 162%

AR 3 EE R CYP2B6 AU . ZARBER AN 2 XA A AT S
P YT AT e PR 22 AF A A ) K o I FH A AR 10 22 kAt
BRAACHAIE S R . 8T, RIFTAR AR ARSI 7T C I SE RETS 1
il CYP2B6, [AIAG L 2 AR B A R AT AR K
WIRZG, FOMEHERFEAE (200mg, —HMR, WRAMH) 5%dk
B JC R E A TAE R, RPARFT R EHEHRZ 54 2 I %Ik
A R A 52 AR A o

RERERAN

e N S B
BN 4 25 i R A
[[rE k= S P

R, MRS

20ug qd 100 q12h 1~350 i 1~25 1%

OIS, AR FIFEAR 3 AR B L 58 PY IR 980 15 R A 1) B i H B
i B BRI S N, LA P R SR A AN S B R (R ge
B S5 LR K- BEAR 86% )5 FEAK A CYP3A AR H e B o S T e
A R TEAT 222848 B RIS A BN AR
BB T 708 555 BT e 30 2 2590 5 3K S B R Bk i
FYs BRARIRTT R PT RERS AL ERTL 1 R oA [ I 4 B S B A XS (5 0 (i
BEID. & A N 225 58 BEARRE B R R 8 D) I 4 5 B
AN, B AN 2 CYP3 A4 TR IR B M BB (A SRR ) o
BEAh, B R AN 72D BRI B R 5 Y, P i 18] m] g

=R

AFCIBFAE N EGABN) 77 24 5 B PR Fe i 2 25 W 2 1) CYP3A,

HhFE KA DAL I 0 165 0 I 4 v b FE K AA IR R o TG f8T FH b ZE KA SR FE T
I R U D) s T RSORIAS BV
20 200 q12h 128% 19%
W etk WeRs RS RFEA A HE, BTN R R R M. 5H)FE
W6 H 4 A1 14 R, IRBIA AR AUC 23 538 0 37%F1 28%.
FORIBEE BT
P BT R RBIRE, SR RIFRI R R A BRI 2R 2 (AR AR I A
oy RN FIRHEAE R o 80 Zc g ORI 276 97 1 J8 38 0L el IR I 25 (TSH),

2D RAETT AR/ B S AE VLR F/AFERFHAE G s — 1 H .

ND: KAfiE
1: BT PATN G
2. filffi HR L S e B R AR R e A .

CARIERR, HFIFEAE 5 AN, SCPu sk i & I, Bl L2 R gt
o AREHEERZGYIAI EAE AT RE

Br T LA SIS ZGAR EAE T, ONRIFEAR T R A 4l & R B, N5 I8 24 & A, i
TRV AL GBS, ARG INGTT BRI S
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A i 56K RESREL YRR

R, e ]

Y]

R Tl ROV, RELLZ, RKZJR5maL CYP3A4 557, Xnpe s

FELHZ, PR3 A RIFE IR 5 10 B 5 = PRI, JH mT R85 8500 88 22 I B VB e 2k

RLTE WA EH (B0 [#RD.

kN3 ]

FET %U%E%%?i CYP3A4 P35, 1X 7] B T B A R /RN FE AR S 1) 2 0
DRR RN TR, M EH (B [Z#BD.

PR

L5 @?L)ﬁa‘ﬁ%ﬁ*@afﬁz CYP3A4 iﬁ%ﬁffu, ﬁfﬁ‘é@%&i@%ﬁ%%ﬁ\ b
TEIR B N B IR e A 2 . 28R G S e S AR A .

g tinalb|

U T 2 4 1 %U?ﬁ%ﬁ%f’ﬁ%ﬁfiﬁ%ﬁ%%i@ﬁﬁﬁHa‘%ifgﬁ%u CYP3A4, T T 2

7 BN K4EZEE . PE BRI A e B A M 2GR . AN R

E S UIIAN 5 9 M 0 S B FU A ) VAR P BT L 5 X 2259, ARl
BRI T e DAREAR S B A 7R 750 B, O3t G S e 4 7 8 22 e A
Ja e AN R NAE N, EEE A, DI E AN A S A

e | NI ELIG B iy A 2G4 4

ﬁ?ﬁﬁﬁl’ IR, BRGNP AN EAERIRE SR, RTERNZ
FRHBN (S [EEFETD.

BN L)

Rimegepant W SA G 2 .

D IEAY)

BT ) 5 B S AR MG 2.

P& At SR VCHEAT PEIE A e ) B U o 2 DL PRI Al e 2 i U B S T AR EE 245 R

= = 55 GUEA% R BB 45 2 ] B T B S A B VR R AR T K B G . Ee S

AR B 2.

B e U T M T v 2 R R 0 % R L T B A DA R SR KR 3
W, BRAETAZ ¥R RAEIRS, ANKESH.

TP AT AL S T e T U T 25

Elexacaftor/Tezaca

flor/ AR RFE, K

' ® &, | SARBEAAREDNE. SIAREEP T REZEE.

Tezacaftor/ f& 1% &

&

EHRIE/MKARR | BT AR SBURBEENZH R, e FEm 2, 2216 HH (00

& 2D.

ZRREREE 4 (DPP4) I

IR HITT

| UG TR PITT AR R . B DM BT 20 8 4 T IR S 05 L

Janus B JAK) #Pf5

FLik B A VAT IEE BAT R E R S WIREB A MU B T ELE R,

1 R L%ma%%%%iﬁﬂﬁéééfﬁﬁfiﬂ%@iﬁ(ﬂl%?%mﬁ’%ﬂiﬁﬁjﬁo Z W5
I e 2y Bl T E R E S

RERY

B SN

AT AFEIR A 5 A, AT RE-S SRl ks e e s PEA QU A ) 1
R 55 PRI, A AR B AT M T 2 B A XU, o S RS I T 1)
LeAgdy)e, BATIm AT RO, IF I TR B TR IR I 45 245

Version No: 20260413

2371, FL337)




(g E]

A 250 B VR YT LB — SRR I LA M A i A RO 5 R 3 0 i RIS
Do A 2L AT R U B

(LY RZEES |
2%
CE T [ i 32 10 ThOTRE T 3R h /AT B 25 sl 11 220 7

Hh ] fi e 2 A H‘Ei{/\ Z RO IRER R 45 o /AFE IR v 300mg/100mg Ji=, 43 F4E
Tonax I AAELESS 1 Ky 55 10 K514 1.76h. 2.00h, Coax FIJUATIIMELES 1 K. 565 10 K9
514 3082ng/mL.4500ng/mL, AUC12( 5 1 K ) AUCwu (55 10 KD JUATHIAE 53 514 19660ngshr/mL.
32010ngehr/mL. 2 X425 JE R H I Tip 2979 6.8he Cuaxs AUCw FIE LT 5N
1.461. 1.627, CEAKW “ A"

AMFEAFTY CYP3IA4 HfiFH, SoR3hhs FIBH Ja g I ey 45 R 4 2% HZR By
BRI A R,

BEAM FE AR R, RS2 iR BRI O ISR B R IR BT 250mg /5 AUCines AUClasts
Coax 1 UAIEME 3500 3513ngeh/mL. 3318ngeh/mL. 883.Ing/mL, I Tipn £k 5.6h; H
YR RS F s T VR BRI 35 B 250mg/100mg J5 23 54535 AUCine AUCasts Conax LT 25
{8554 28220ngeh/mL. 27600ngeh/mL. 2882ng/mL, (3 T1, 1N 6.9h.

P FHREFREF/RTV A 250/100mg | ZHEF R BF 250mg
(N=4) (N=4)
AUCiyr (h-ng/mL) 28220 (14%) 3513 (38%)
AUCjs (hong/mL) 27600 (13%) 3318 (35%)
Cimax (ng/mL) 2882 (25%) 883.1 (37%)
Tin (h) 6.935+1.0794 5.626+3.0407
Tmax (h) 2.75 (1.50~4.00) 1.00 (0.500~4.00)

BAHIER LT FIGE JLIT%CY )y FoF Toae 9 FHLEE (GEDs 12 K9 TR TFIGIE £SD o o7 A2 15 # o

{8 e 2R3 B I 1 Mk s B R R TR BSRI/ARIFE AR 5 F250mg/100mg~750mg/100mg, %355
R REZEEMMEE /DN TFREEMEE . 2XOREHFHIRES U/%U%%%B%)#
75mg/100mg~500mg/100mgfi5, #3FYHREH 2 EE MmN TR Mg, SRS
KIEFNFZS . BSRKEHIORMBEHEY, ERLNE IR0,

B

R 2R B S IR IV IRES 394 5 o /ARIFEAR 5 v 300mg/100mg J5, ML AR FRESS Crnaxe
AUClst» AUCins [ LA 3518 23 51 9 2210ng/mL. 22450h-ng/mL. 23010h-ng/mL, Tiz A 6h,
L Tinax A 3ho MK FIFEHF: Crnaxs AUClasis AUCing (1 J LT 35148 43 51 359.3ng/mL 3414h-ng/mL.
3599h-ng/mL, Tin A 6h, HZ Timax N 4ho

IR B AFFEIRSE A 300/200mg  (N=12)

FERF RFEARF
AUCiy (h-ng/mL) 23010 (23%) 3599 (47%)

=z
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AUCps (h-ng/mL) 22450 (23%) 3414 (47%)

Crmax (ng/mL) 2210 (33%) 359.3 (46%)
Tiz (h) 6.053+1.7939 6.149 £2.2413
Tmax (h) 3.00 (1.02~6.00) 3.98 (1.48~4.20)

BT TR 71

st 34 B /AR A 300mg/100mg 5 g4 [E IR )5, AUC THE4) 20%,
Crnax 5127 61%.

5 HEAFFH R /AFEERF A 300/100mg (N=12)
” 21 B
AUCiyr (h-ng/mL) 36810 (36%) 44050 (31%)
AUCjs (hong/mL) 35860 (35%) 43360 (31%)
Crmax (ng/mL) 3696 (44%) 5951 (31%)
Tin (h) 8.673+3.3768 7.390+2.5843
Tomax (h) 2.29 (1.00~3.00) 2.50 (1.50~4.00)

pixiiil

TR RS2 F R S R AR S 3R 5 Fo/ARIFEIF - 300mg/100mg J& » 233 AAFEAR
M AT ZEFR V2/F 43 5N 109.41 234.0L. 23 F45 35 FRHE AR 3 10 N L% 2 1 465 4352 90 )
28 69%-. 98~99%.

Al

AN FE R, ZEFEEE R N MDR1 (P-gp) A1 CYP3A HIJEY), 4F BCRP. MATE2K.
OAT1. OAT3. OATPIB3 1 OCT2 M. ZRIGHFFH B th CYP3A4 AR, fE nT 108 A ]
WA PE LA CYP3A4 I MDR1. TEIGPRAHIGIREE T, IR0 HE CYP BELiEFIEH,
%} CYP2D6. CYP2C9. CYP2C19. CYP2C8 5k CYP1A2 & Al i Lkl /E A .

NFFCREARBEAT ARSI 72 22 B, FIFEHRH 32 B2 CYP3A RS, [F 2 CYP2D6
JEY), CYP2D6 25 T A BEMEAL Y (M-2) BITER. FIFEARHEXT CYP3A B A HHI{E
i, Xt CcYP2De6 HI##IfEH 55T CYP3A.

FIFEHH 5 S0 B RN, REMSINH IR AU . A F04r 3570 1 3 rp 32 B D) JR A AF
18, HEMY) ORWBAIZEE) (AR PIKAERE = MS (12.1%) F1 M8 (4.2%).

SRFCACER N, I E DR AL B I . (RS2 Bk s e 1 IR A
FIREF/FFCACE H 300mg/100mg J& , FRBANZEE o i HEME &4 5 A7) E 1Y 49.6%- 35.3%.

A3 HT 14C TEUM PR RIAL SR AR IE B RIFE AR N AR T o AR 45 3 A I R Ge i B . M
FRT R L) 86% TS VE AL bnic ), AL RSB AR5

TR AR
RIS

#
N
(Sa]
A
b
w
w
A
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WARBEER . RE . VERIN 3R /M6 253 12 i .

JLFINHE

M ARFEF U <18 2 1) 5210 I R I R 7T o

Flix

BRI IR R B ARIFE R R F 300me/100mg 5, H M e A2 1 IR B R R 4
Fiem TAFPEARE, AUC THRZ) 14%, Coax T2 39%. 2 IR I RIS 45 7 /A1
AR 300mg/100mg J&, o EEREZAENRERFHRES ARG RERTAEPE AR, AUCW

FRARZ) 4%, Coax FEIKZ) 4%,

% | FEAR (N=14) | EEAR (N=121D
BRETS
R#E (kg) 62.0 (54.3~79.0) 78.1 (60.6~99.9)
AUC, (pgehr/mL) 19.66 (26) 17.26 (26)
Cmax (pg/mL) 3.082 (29) 2.210 (33)

Timax (h) 1.76 (1.00~4.00) 3.00 (1.02~6.00)

RE (kg) 62.0 (54.3~79.0) 80.2 (60.7~101.0)
AUCq, (pgehr/mL) 32.01 (21) 33.35 (20)
Crmax (ng/mL) 4.500 (14) 4,678 (17)

Tiz (h) 6.842+1.2336 8.255+1.9465
Tmax (h) 2.00 (1.00~4.02) 1.02 (0.500~2.08)
CL/F (L/hr) 9.379 (21D 8.990 (20D
Vz/F (L) 91.01 (29) 104.70 (33)
EL)gEA £

SRR (N B Bk BB R TR AN ™ EORR R AR N i B A0

RS I IR 2 F T R /AIFE AR - 100mg/100mg J5», 53 IhiE
(eGFR >60 % <90mL/min). "1 (eGFR >30 & <60mL/min). HEEF'EIIHEEAR4S (eGFR<
30mL/min) ZiRXE 1 AUCin N2 24% 87%- 204%, Cumax TEINZ) 30%. 38%-. 48%.

W EME, B

Version No: 20260413

5% BIhReIER | BEFRAE | PEBEUGAE | EETTRAE
= (N=10) (N=8) (N=8) (N=8)
AUCinf
14460 (20%) 17910 (30%) 27110 (27%) 44040 (33%)
(h-ng/mL)
AUClast
14270 (20%) 17770 (30%) 26660 (21%) 39420 (28%)
(h-ng/mL)

Cmax (ng/mL) | 1600 (31%) 2077 (29%) 2210 (17%) 2369 (38%)
Tz (h) 7.725+1.8234 6.606+1.5344 0.948+3.4171 13.37+3.3225
T 2.000 2.000 2.500 3.000

e (1.00~4.00) (1.00~3.00) (1.00~6.00) (1.00~6.05)
2670, FL337




HEELREA 2 (BIE 7 ZUMIRETH) &)

EFLEMABENT (n=12) MATBEMBOENT (n=2) KR ZEFTE COVID-19 FIE T
Dife A4 (eGFR < 30 mL/min) Zik#& 41, 5 1 RIRA 300 mg/100 mg %3 FH4R:F3/FHEHF—
W, BEJG S 2-5 KAEH—RARA 150 mg/100 mg ZZF4FF/FFCRF, FLARZ 5 k)5, PP %
R ZRE 1%,

TE 4 /B IR RT BATE], 29 6.9%HI 28 3R R B BTG bR MBENTIEFR %N 1.83 L/h.

RETHARARD N EEMAOENE R, EEFDRALSZHAEES 1| KA
300 mg/100 mg %3 HRFF/FHFEAH — Ik, BEJEEEE 2-5 REEH— K RAH 150 mg/100 mg %8 H34F
FAFEIE, HILBIWE | RABREEFEE (AUCou M Cra) 5B IIREIE R 25 & H
R 300 mg/100 mg Z8 3945 5/ FIFEIR S, FFek S RA B BFEEM Y.

M ZIGEN £
I AR AE HEE T D REAN 42 2k Hh T e i PR 7

LR 2 IR S B4R BRI A 100me/100mg J5, ST SRS IEH 2R E M,
JHIhEEA 4> (Child-Pugh Class B) 520 1 MK 28 3R 43 1) 22 = (AUCmf Cimax) F1EFEZIA
BN

B

AT DI REIE R
(N=8)

DR &
(N=8)

AUCins (h-ng/mL)

15280 (36%)

15070 (43%)

Cmax (ng/mL)

1890 (20%)

1920 (48%)

Tin (h)

7 (29

5.5 (32)

Tmax (h)

2 (0.5~2)

15 (1~2)

WG FALHTL 1

8 LigHWA M LMEdemBERNERELAMFEFTRA 3 AREREHE/FFLBEH

(300 mg/100 mg, FHWIO J&, HEFFFHAMRAFEIRFEE W R LIS . FRIPRFF I Crnax M

AUC FE AL/ EE 2 58 0.27 1 0.26, FIFEIRF ) Conax A1 AUC E’Jfafr:fm/mléﬁtt
ROy 514 0.06 F10.07.

DR ]

A RS SEG A2 YL SARS-Co V-2 [ FEAEBE A FER 1 N 3233 e 17— T T/10T
Wi, BEHL. WE. ZEFINIEATS (EPIC-HR B 70). WM RAMANZRE NER>18 %, HE
M CLUT —Fhilt O ERE R S S R R BER BE (BMI>25kg/m?) . 8 PEM (ffEeE
WD BB IR H TR S R B M HE YT . O AR . SR, B
AW PR E MR TR PEEE . T AR ORISR 860 % UL CAEES
FHEE . COVID-19 SEMRKANESS KRBV RE BN FL . W FLHERR 1 BEEH COVID-19 B
8 COVID-19 %% i sL (1 25 .
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ZAREBEHL (1) B32AR CGREREF/AFEIE 300 mg/100 mg) B2 77 1 iRk % 24,
12 /NI =k, FR8E 5 Ko FESTRERAREESE 28 KWK A COVID-19 AHIAT: b s E A
JEHBE TSR L. B R B FPERTT (mITT) S Hr&EBIREIES RNEZIRIT HIk
LRI RILZ B IIA 2% COVID-19 BT H 7 FEHTA (mAb)IEYT BT 21X # ] . mITT1
IMTEE GIERKAESS RINIESIRTT HIRLIN REZ SHUIA 2152 COVID-19 A7 1E mAb
IRIT BT 3288 M mITT2 s GERAAESS RAESZIBIT T ) ot £ 27
BARIRIEAT T 70 Hr e

A 2,113 2R E B BENL A S B BT FRLRIT, PR 45 %, Htb 12% 1952
FN 65 L KU L (3%K 75 % KU ED; 51% A5 7T1% AN, 4% NEBANSIEFEEAN,
15%NWE; 41%NTEHEF & T EME: 67%M32 R EERER <3 KN LA RIG)T
80% 1152 i\ MR FEFR H [BMI]>25 kg/m? (36% BMI>30 kg/m?); 11% B HE K : A F) 1%
FNFEA TPEFIE; 49%[1 520 (LR ER I TS R 2 R P, 49% MR & /R B . P

(bR FELIHR TR R BN 4.71 logio ¥ D1/mL (2.89); 27%HI 2R [ IELIHR R E E>107 (3%
J/mL); 6.0%MH 3217 FE LA 832 Bl i35z COVID-19 1697 1% mAb 697, #ik
Br mITT A1 mITT1 5 #r4E. BB IT A 132 SARS-CoV-2 A8 3N Delta & (99%),
ZHCONTR 217,

AR St AR 22 FEE R 2H 22 8] R N I Gt 2 R R ALE 73 AT 4465

mITT1 53 NBER L BT SR FREE R 4. W T EE7 38R, mITT1 2 A &S
2 28 K COVID-19 FHIAF B 8 ATA] R R BT 1) A AR 3, 36 2 AN 22 B 771 2H 435310 0.9%(9/977)
M 6.5% (64/989).

R4: SERRIE SR NEZ A2 HEEN REZCOVID-198TTES/A (mAb) YT
IFEFERECOVID-19 A B P 2045 R (mITTISHTEED)

A 2R
(N=977) (N =989)
H A 28 KCOVID-194H 3 Bt AT A Ji [KIFE T
n (%) 9 (0.9%) 64 (6.5%)
5z BAMLLMZEME (95% CD -5.64 (-7.31,-3.97)
PlE <0.0001
BEF28RAERHIET:, % 0 12 (1.2%)

Y TE: Cl= BEXE; COVID-19=HEI@ R EEEL: mAb= BriEPA; mITTI= SRPMEMER
Fr1 (BN LR SO T T AL 5220 LIRBT 0GR TT T 1. 28 KA B REELR S5 T, 7E3E 4
I R4 B AR 2452 COVID-19¥6 77 thEmAbIR T, B2 1697 I COVID-19E R R AE A IS S R E
ane )
b. BT GCP FiE [, FEM% 133 45 5% MEHRE, BuhisE

7E mITT A1 mITT2 73 AR SR B — B4 3. mITT 208 ABEIEIAN 1,318 #1152 iK
. Hb, KRAMFEREFRN 0.75% (5/671), ZRFNHN 6.80% (44/647).

76 mITT1 30 ABEH, 5 AEEIR R AR BT URE 2 IR T IR B (<3 K, >3 KD, B4R
FEEARRE (BB, ). R (<65 £, >65 %), MR (B, L. AR (A AL T
A BB EAREINET « HoAt) . BAFE$ (BMI<25 kg/m?, BMI>25 H.<30kg/m?, BMI>30 kg/m?).
JELR R R (<41ogl0 ¥ T/mL. = 41ogl0 #/mL; 5<7logl0 # Jl/mL. = 7logl0 %
J/mL). 345 SAR-CoV-2 MLiEZAGM (FAtE. BHE) . SR EE (0-1. 2-3. >4), &
EIFRBCIRAS R G2 ) BERR G ) R s pom sl ez MmsaTT G,

#2871, #3351
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T MBPEI G, 5). SILE G ) OB G 75 18 EIFR G, 15).
R G f) HIV G G&. ). HRRgIm G, 5 MR EMERIR G, 5.
FEIE & 1) VST T4, £ mITT2 Z0br AREh o 52/l 23852 COVID-19
mAb JAF7 O &) AT T AT S5RER, BT HEM DR & 28 K AEF
M ICVEBHAT G 2A A 0 B DU AN, 26K 22 B0 21 3 7 240 s Al B 5 e NBER) 2 7 R
HAAFE.

£ mITT 7B NBER, FE58 5 ORI, AR EAYT 15 22 BRI LG A S MR RE A oo 25 2 2 [
£30.9 logio #£U1/mL. £ mITT1 1 mITT2 s # AR W 82 BIRILI &5 51

7E mITT Z#r NBErR, B 5 28 KIAEIFTA HbRRAE IR R SL 22 i (e 1], 108 40 Fn 22
REFIH R0 12 KA 15 Ky AL 28 KIAZIFTA H bR RAEAEIRFF S 1B I TR], X562
FZ2 BTN A 16 KA1 18 Ko 78 mITT1 A1 mITT2 430 H1 N EEH S RARALL I 25 5 .

[z ]
ZEEH

1 A pL A

IR JE—Fh SARS-CoV-2 T EE Al Mpro (R 3C-FEE R, 3CLpro) HHLAE
A7, ] SARS-CoV-2 Mpro R HLICik AL B 2 B U RTAAR, AT BHLLE e 2 B A

AFEAAHMHICYPIAN T AR IR AR, AT R R H M 25
PUREEN
S DI B 1

Z3 I % ANHBE 4H ] (— 5 A B 40 22D i) SARS-CoV-2 (USA-WA1/2020
SRR BRI PR EIE T, 2iYEREE 3 KRG, ECso f1 ECoo {H 43734 62 nM A1 181 nM.,

7E P-gp MHIFIAFLE R, 7E Vero E6-TMPRSS2 i Fh -4l T 23 45E=H AH%+ T Omicron VP
/% BA2. BA2.12.1. BA.4. BA.4.6. BA.5. BE.7 (P252L+F294L). BFE.7 (T2431). BQ.1.11.
BQ.1. XBB.1.5. EG.5 fl IN.1 MU EEEME. ZIBEFFAHXT T Omicron JE43 321 ECso {HIE
FEl: 39-146 nM, AHXIT USA-WA1/2020, ECso fHfE521L<1.8.

AL, 7E Vero E6 P-gp Rl i SR 4B T AL 7 28 3475 SARS-CoV-2a, B, v, & A
Mu 1 Omicron BA.1 A8 AR B PUm BETG 1. SSIRFHIH AL ECsofE N 25nM (JuF: 16-
141 M) B MR HF AN BUR AR S0k, AT USA-WA1/2020, ECso [HEEA N 3.7, F
fth A% SRR ECso (E R AR LA XS T USA-WA1/2020<1.1.

it 245 14
DR TR AL B 90 ZE i 2 1

LIS Z P FE W EE T R Re S A B R A3 25 A 1) SARS-CoV-2 MPe JRJE, X
BE TS SARS-CoV-2 M2k B« #rr Mo B RAF [ 4 SARS-CoV-2 i & 1356,
PSR R A S R B 4 R AT B B 4] SARS-CoV-2 MPo 34T AL RIS . % 5 %) T 7E40
B 7R h & SRR LR SARS-CoV-2 Mo B DL Kz MPe B2l Ao B gl i 54> Mo B 4 m]
REFAATE, W REFERE A Mre B, TEVER, MPPS301P Al T3041 BB G 7 Mo C R

#2971, #3351
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Siit nsp5/nsp6 VIFIAL L) P6 A P3 fir. i IEF7 b Hoft Mo 317 i i) B 3 5 28 FY R i 24
YRR AR . I B I R = A E 2

#£5: R th 2 2SR F %R SARS-CoV-2 MPre EER B #: (ECsoBH KA TS
%)

S144A (2.2-5.3). E166V (25-288). P252L(5.9). T304I(1.4-5.5). T211+S144A (9.4).

T211+E166V (83). T211+A173V (3.1-8.9). T211+T304I (3.0-7.9). L50F+E166V (34-175).

L50F+T304I (5.9). F140L+A173V (10.1). A173V+T304I (20.2). T21+L50F+A193P+S301P

(28.8)~ T211+S144A+T3041 (27.8). T211+C160F+A173V+V186A+T3041 (28.5).

T211+A173V+T3041 (15)« L50F+F140L+L167F+T304I (54.7)

HE A SARS-CoV-2 ML, K2 H RN FEae Xy 8 Mpro Z JE IR B #efff SARS-CoV-2 %
IR RBURYE R, S5 ECs Them (BN T 5 %), =ZE ML E Mre LR E
EHEAE ECso FHm BN TE AN 5 5. XU B Wik R s A fridE— iR

WRERERB

7E EPIC-HR W FC (AR S Fl e BRI A, AR 32i03E 6 A COVID-19 ik, 7255 10 K
F/EEE 14 KWL RIATT G S8 RNA k. EPIC-HR W 7C [FAS dh 4L R0 22 R 20 35 52
W KAk, (B8 EAR SN R AR S (6.3%vs4.2%). COVID-19 i 75 S Bk AIE
WR R AN ERERE, AR ER. FETaki 25 H .

BHEFR
S

FHFFHI Ames IR0, AR ELBEZHM TK6 4 B /Mo i 50 A K R A4 P9 1ok i 96 45 SR
IR .

HMFEIBAHI Ames -5 « ARFM/I BRI TR RGN bk E2 40 i % (0 AR e A2 1K 06 0 /) B A4 9
BRI A RN

A TR
RERT

TR RAES HMEIEIG R &R It g, HErEAMErE KR E SHCRT 14 RITME . BARE
Fe AR — IR A A T 23300 45, T K RRIFFE4A 24 32 Ik, MEME K R BF SR 4A 2 IR 2R 6 K.
A A 1000 mg/kg/ K[ RS FFEE (AUC24) A4 T 2R3 /FFE I3 N HERE R R &
(300 mg/100 mg BEHMO T 4 510, RIEEFFXAET ). AETEAE A IR &

BRI .

CEURK BRREESR S 70 ) T8 B AZE ) ORBR: TRIRIIZR 6-17 Ry B $EYRER 6-19 KD &
g Fas3Rets, DL IRIR-IG A A & . KRIEIR-IGfF R Bl e, fExmE
1000 mg/kg/ Kl (AUCo A1 24 T 28R/ B+ NHEF IR R TR 8 i) TR xR
fia-IaAF B B RN . RIRR-IGF R Bl , R W R EBHATEER) 1000 me/ke/
RAVE (AUC A0 T2 F/AFEIRF NHERR RS T FIE T 10 5D T, AT AR AR S i) %
& (B 9% ). fEBR L 1000 mg/kg/ RAVFIE T, RUIABI R K EREE (RHEMALIG-IR1F
BOEM). 1E 300mg/kg 7l (AUCH M4 T2 3R/ FIFEI - AHEF IR T R T 3 ) T
AR XS GBEIR-RAR AT B AIRZ R o
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TER = ARG H, 78 1000mg/kg / RIFIE(AUC 297535 E / FIFEIRH N HEER
JTHIE N 10 £5) Fal WP R4ax A ERAR CoXIRAR 0.92 £5) HIFEA R,

FIFERRFH

FIFEIR AL F e T/ RFEI 5 NIRRT IR 2 £ CHEPE) A0 4 F%F OifEME) BREEE S
PR EAEE SRR .

WEURCRR (15, 35 fil 75 mg/kg/ KD FUEiiR% (25, 50 F1 110 mg/kg/R) o al T8 H kA
W CRBR: WEURSE 6~17 K f: YRS 6~19 K) LA TRILHTE. ERGERFER (AUC)
ZURZEISREF/RFCI T NAETER TR R0 4 650, 78 KRR S Fh 24 % I RIHE 0 35 i S v
PG . ERR I RHMAR R AR (AUC 28R B F/RIFEHR S NIRRT IR T 4 £5)
T, AT HEASE IR B REIR R R B S B R A R, DL IRAF AR E R . 7R K R B AEE
PEFIE (AUC 2NF IR /AFEI AT AR T S 5 1, ] WER s kA Regh
Wi, ERBHMAREMERE (DMARIRTT, 28RBS NSRRI R =R 11 5
T, AILER, B AT ER D TR AR E R B

TE TR AR RIS, KR TFAERIZE 6 REHAER 20 KRG TRFLHE 15, 35
F1 60 mg/kg/ K (DAARTAITE, LUNRIREH/AFEIH NGB HER 3 5, RAKE

k.
BUEtE
RIGRFA AR IT R BUE VW TT -

FE/N AR B AP EEAT 1 MR U P 7E . AEREPE /N, &Y 50, 100 AT 200
mg/kg/ R, B F R DA & I e A e 1) A 3 SR R B (RO 18 » v 7 T MEVE S 14
i (UL AUC ) 208 FRH/AFEIR S AHER IR IR R B Ee i) 2 %, 72Dl B
KT, MEESI T OR WBUEYE, SRR T MEPE S R R R L O AR R AR 5 A
FIRIT R N NR R R 4 f5. fELL 7. 15 1 30 mg/kg/ RIFI L 2R R R A, R WEUE
P, T B2 B B LA ORI AT N IR TR N MR R R 36%.

oAz i
FIFEHF

ML BB L5 2B VEWT TR DU £ EREAR B OO . AL, RO e AR
S BT PRI AR, JFAERERTEE T . AERIFEIRS R B A ki i S sh Mk /e Hh 4
A ORI € 38 b B I AR AR AR, AEAE R AR R LK S A o RS AR i, IX
ML 22 ] BEAR R TWERRDUBVIE » R, I RS A W24 it 5 RS AR B A A2 A E s o 45 A
Fdia, BT ORBR AL TR . N AR PRI TR W FARBR T R A B 4 R R B AT IR
XA FERB WS R AT AL, G/ NERNE BYERAEMEAIR, Sl NE TR
JEFFFNE BRI . BEAh, AR RS A AR AT i R T SRR S

(a9

W, AN 25 CORME . I AS M ) LEE AN RESE A A 37
[a%]

TR /B0 TR S LI o e R [ R 24 P R Bt Py S 26 AT R 3

TGS RIRFR A Ot 4 AT A (A8 2 7. 5HU&E.
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BEREE

FEBEA [ REmBEE
100mg \ 100mg /
HIRE® PAXLOVID® HRF® PAXLOVID®
FOHEAARBER A 0% RONEAARNERAa 0%

3K FIRTARA /"\K}#Iﬁmﬁﬁﬂ/f \\

/ iy
=BRHH =BRHH ‘ =BRER =BREH
150mg

150mg 150mg 150mg

|

apw et N Sy

ap

7,

(EEpyei)
24 4>
[$ATHr7E]
JX20240164
[t 5]
Zj ik HJ20220006
[ EHHFTREA]L
% Fx: Pfizer Europe MA EEIG
VEMH4E: Boulevard de la Plaine 17, 1050 Brussels, Belgium
[47=40]
RIS AR F A H A ke
fdE Al 1 4 FK: Pfizer Manufacturing Deutschland GmbH
fudEibE: Mooswaldallee 1, Freiburg Im Breisgau, D-79108, Germany
Al 2 4FK: Pfizer Italia SRL
f 2L Localita Marino Del Tronto, Ascoli Piceno, I-63100, Italy
HEaRP RIS
HEFE Al 1 44 FK: Pfizer Manufacturing Deutschland GmbH
B HihE: Mooswaldallee 1, Freiburg Im Breisgau, D-79108, Germany
PRl 2 44 FK: Pfizer Italia SRL
AE P HihE:  Localita Marino Del Tronto, Ascoli Piceno, 1-63100, Italy
He b MRS Fr
Mk % FK: Hetero Labs Limited

ZE Pk Unit 11, 22-110, Industrial Development Area, Jeedimetla, Hyderabad, Telangana,
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