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fies & RENAY

3CL 3C-like : 3C £k

ACE2 angiotensin—converting enzyme 2 : 7 AT L B HARESE 2

ALT alanine aminotransferase: 7 7=V7 3/ hT7 L A7 =25 —F

AST aspartate aminotransferase : 7 AT X U7 I ) N T VAT
=7 —F

AUC,, area under the plasma concentration—time curve from time
zero to 24 hours : #5-4% 0 FEfEH 5 24 FFfE £ CoMATHRE -
IR P AR T P

AUC; ¢ area under the plasma concentration—time profile from time
zero extrapolated to infinite time : 0 B> & MERRACHRR F
“C D M HE IR — IRFFAT AR T

BID twice daily : 1 H 28] (%&5)

CHMP Committee for Medical Product for Human Use : BRI EIKLFTE
&=

CMA Conditional Marketing Authorisation : SefbfT & ARFe & ER

CPE cytopathic effect : HHAEZSM:%hF

CL/F apparent clearance : ®H 27 U7 7 &

Cuax maximum plasma concentration : e L% R EE

o plasma concentration at 12 hours post dose : &5 12 Wi D
A R

COVID-19 coronavirus disease 2019 : o a7 A )L A FEYYE

cv coefficient of variation ZENZEEL

CYP cytochrome P450 : 2 7 & A P450

ECy concentration corresponding to 90% of the maximum effect :
BREFED 90% DR %2 T RE

eGFR estimated glomerular filtration rate : HEERERIAAIBE

EMA European Medicines Agency : BN [E 3T

EUA Emergency Use Authorization : BRZUd HFFA]

HIV human immunodeficiency virus : B MERET A LA

K; inhibition constant : [HZEE%

Mpro main protease : A A 7 a7 7 —¥ (3CL Va7 7 —¥ XiX nspb
E LRI S)

PK pharmacokinetic (s) : FMENHE

QSP quantitative systems pharmacology : JEEMI S AT LAFKHAA

RdRp RNA dependent RNA polymerase : RNA {7/ RNA iR U X 7 —F

RID relative infant dose: RID : fHXfAUFLIR#% 5 &

RNA ribonucleic acid : U ANEERE

SARS-CoV-2 | severe acute respiratory syndrome coronavirus 2 : BJE iR
WARIEfERE T v A VR 2

t1/s terminal phase half-life : #&RFIZIT B PP

TK toxicokinetics : h¥ T aFRT 47 R

T oo the time to reach Cy, : e HLYFE PR 2 EE AT

Vz/F apparent volume of distribution : 2T D/ AA AR
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1. AEORE
Bl o g oA )L A EYYAE (COVID-19) [T EAEAMEMER SHEMERE 2 2 ) 7 A /LA 2 (SARS-CoV-2) T
FLIR T 2 EYYE CTd 5, SARS-CoV-2 BRFE D b FIE £ TORMRMIMIL 1~7 A E ShTnb Y, %
JERT DIRRGEMEN H 0 | FIEN S B S 2 WO RGN E W Z & R OEEGEEOBA L H D 2 &
DHHEEOFRK E SNTEY, VA NVAOEGREGIET S Z L 2RI LTS, FEEL Kk,
B, PP R EE, BREEE, REEESEOERNEZ < OBRFISRD b, £ ITBED £ 15
T 50, MRERDEL L, N TSR 2 3 & 9 5 SPERE S5 B E o 2 as A 2lc L D |
MRz Er 80552, VI F UM EE T L2 AIZE W T SARS-CoV-2 D ZF EEEN
REREERET DA REMENH D Z 20D ¥ A NV AEREEED S8, BEEE £ ToOMMEHE
fia L, EIE L, ABER OB & PRI CE 2R OHEMNRIRENRD b Tz,
AR F A NAE A ODOEES VR B a— KT AT T AH—AKEHORNA Z VA NVAT ) LE L
THTH TR —TUAVATHD Y, R"Fuby b (LT, K4 ofFESIE=1~ kL
ELEY RFEALTHY, =/~ ML BT, KET 7 A =2 L 0 AIBE S 4172 SARS-CoV-2 D
AL vrFaTF 7 — (BLF, W 3CL 7u 57— XL nsps & bIEEN D) HEATH D, Wk
TANABEEUWIAR R RIR T A NVAYT ) JZa— RENEERETHY P, 7 A VAD ppla LN pplab
WY BRI BB OBEENLTHE L, RdRp, ~U W —E RO W BERED T A )L ZER
ORGSR BEOX VI BEEAERT D 47, U M e W o6 LCdEtEE2 A LT
WP == R LVELD CYP3A A LA ET 2 Z ik v, miEfh=1~ L En
BEZ FH IS5,
AFNE. SARS-CoV-2 DEHE T A L ZRRARE R DG T, COVID-19 O ESE(L (AFESUIFELT R E) D
U AT BEORANEREICBIT D, BENS PO COVID-19 IIXT DiamE A E LTS
Too AFIOZAM, BRMEROSEYERE (LITF, PK) OFHMliz HGE Lz BARANZETERE 1
B (C4671001 #RBR) &, FEAE(LY A7 OEWEBMED R COVID-19 S SREE Z%t5 & Lz [EES
FSE O /IAEERER (C4671005 (EPIC-HR) 3RBR) % SEit L 7ok, ARAOF ML L 2MERTRD
LT,
KETIE 2021 4F 12 Hic, EIELY 27 KRF 287 2 A LN 12 5k BL B2 DR 40kg P R/
WZBUT DEN S HEED COVID-19 1T K 2 EYEIZ k3 5 BAfE FHFF 7] (EUA : Emergency Use
Authorization) ZHuf5% L, 2023 4 5 A I A DS (New Drug Application : NDA) DK%
A5 Lz,
RN CIE, RONESKGE RS (CHP) LV, BFEMifmA L L E3, SEiEl Y 27 OFV CoVID-19
DRENBE KT D ARFN ORI OV THEGREIE S H S 4L, 2022 4 1 AICERMNESES T (EMA) X
D AN DA Z Bi5E#&Z8 (Conditional Marketing Authorisation : CMA) ZHUS L. 202342 H
VI DIRTEAGEA~EAT Lo, 2024 4 12 AIZi%, 6 kbl b 12 mklifins >R 40kg LL Eoo/NRKE Y
6 WLl B IR 20kg DL E 40kg R O/NEEMGE L HELROHEZBINT 5729, Typell
Variation O HFEATOIL, 2025 4E 11 H &R A2 BS L7z,
ARIBZIBWNTIE, KE FDA I LD EUA WELNTWD Z & K ONERRILFESE O/ IMFHEKER  (C4671005
(EPIC-HR) #Rlf) B3-S & | FRFIAGRIZER B AR HGE 21TV, SARS-CoV-2 12 X 5 JEYIE D E
JEILY RV W12 AT 5%, AFIORGEPME L Z 2 i BFITK L TSARS-CoV-2 1T X 5 FEYYE |
ZINREUTZIF & LT, 2022 4F 2 A 10 BIZHRBIAERRZEUS Lz, 2022 4F 11 A 14 HIZiE, HEEE
OEEERERE 2L L L T8Fr Yy K%y 7 300 DERBERGT H L & HIT, kDOl TE4
THHNFrEy Ry 7% NFubty Xy 7 600 ELAHEFE LT,

I BEEICRE4 2 HA 1



D%, S 6 42 A 22 HATEFEEEIE 0222 3 1 5 THA om0 A )L R EYLRE 6% D Rl 7GR
T TV BEHEMIIOWVWTHEFE AR EZIT L9 ET255I28 T 2 HFEOTHRW NI OWT] (2
S&,8Fn by KXy 7 600,/ /3% By K%y 7 300 1200 T, 2026 45 1 H 30 HIZi@H AR~
BT L7,

A, 6 kL b 12 BT 2> DR 40kg L E D/ KON 6 5 LL B O E 20kg LA E 40kg Al D /)N
Rt 2 FE R OV E 2804 2 — A &G % 2026 4F 3 A 23 HIZEFS L7z,

2. B OBREFENENE
(1) AHNE SARS—CoV-2 1T K & EYLE Z DR UTER & T2 U A NV AFITH %,
(TV-1. ZhEEXIIRNE) DHESBMR)
(2) FEHIDO 1 ARADZ 1> — M Ed, 1 B 20,5 HMEOEGEOMAEDOERAITH D,
(Tv-1. (2) WHIONBILOPER ), TV-3. FELOHE] OHESMR)
(3) == FLJLELIZ SARS-CoV-2 A A > FraF7—F (W°:3CL 7us5 77— Xk nsps &b
FEZALD) ZBAFL, AU X AT EOUW LT 25 Z & T, vA L RAERAE T 5,
U M EME=~ R LILELD CYPIA I L ARG ZFE L, Mg RELZBENS S5,
(TVI-2. (1) YERENL - ERF) OHSR)
(4) JEAEZEE THH o F v o L ZJ&YWE COVID-19 2D TR X | I2BW T, APBRIAEA R B
TRERFE~RAERE T, ALY A7 KFHV . FIEND 7 HUND ORI OEI TR T S 5 &
FICKT D00 A NV AOIRIR T, BEERER & L TAFIDNGEH SN TWD, £/, KkEO NIH
HA RTANZBNT, FEARROBRNEFITH LT AT2* TARAIDHERE X T b,
A BRHERE, Tla: “EF U RAOE PR
(TXT-2. ZOMOBEEE ] DEZH)
(5) BIE(LY 27 KF2HT 5 18 bl D SARS-CoV-2 1T K D IsYiE B 2 x4 & L 7= [EIRS L[
%5 /M AHFER (C4671005 (EPIC-HR) #ER) 1B\ T, EEFHMEEH TH S5 28 H £ TOD COVID-
19 (2R L7 AR SIS (RFER) A X2 RRED bN-IERSINE OE A mITT £H) %
MG L 72, = v~ b L e/ U R EVEE (0. 745% (5/671 %)) T ZEAH#E (6.801%
(44/647 1)) 12t L CEHIEDARIIET L, (EHLEBME OfFT)
(TV-5. (4) ARMEMREERER) OEHZMR)
(6) BHIE(LY A7 KFZ2 AT 2D 6 mlh I 18 ik D E 20kg LA 0D SARS-CoV-2 1T K 2 JiYuiE
BEZ R & U EER LR T /AR (04671026 38ER) 2B\ T, BIREHEHEE Th % #%
5B 28 H B £ TO SARS-CoV-2 |Z & 2 FEYEIZ B O & 5 APt XX B Z D72 W ET o
A X MIRD NIRRT,
KARBRIIIEE ., BN ARBR CTH 0 | XTHREE & DO L O IR E 21T 5 A2 REERER Tz,
(T'V-5. (4) FEERGERE OHESM)
(1) ERZEWEHE LT, IFGEREE, e th R B RAEAE (Toxic Epidermal Necrolysis :
TEN) . FZRRMERAREMEAE (Stevens—Johnson JEERE) . 77 4 7% — (WTHUHBHERH)
DMESINTWD,
(Tvm-8. mEH) DESM)
HEE - EAEE O & SARS-CoV-2 |2 K 2 JEYYE BB 1Tkt 9 A G 2MPEIEAESL L TV, BRIRRBRIC IV C, EiR
DG 6 B BLUBRICERE Z A LB ICBIT 2802 B 1T 57— 213G 6T,
AN 6 sl B2y DIRE 40kg LA EO/NROHFEE OBHKEEREBRE (eGFR [HER RERIK A ]
30mL/min LA E 60mL/min i) (2i%X, =/~ kLl LT 1 [\ 150mg XY hFENLELT 1 [H

100mg Z[RIFFIZ 1 H 2\, 5 HERE OG5 2 &, EEOBEIERESRE (eGFR 30mL/min ARiif) ~0
BEHITHELE L 720,

I BEEICRE4 2 HA 2
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[1. 2#ICE89 SIEH

1. R4

(1) ¥4
NE¥ERE Yy KNy
RETE Y K%y 7 600
NR¥o vy K%y 7 300

(2) *4%
PaxlovidPACK
PaxlovidPACK 600
PaxlovidPACK 300

(3) ZIFDHEE
HIMZHE U 72,

2. —#4

(1) #& (a54i%)
=< L JLEL (JAN)
U b FEIL (JAN)

(2) *#& (Wfi%)
Nirmatrelvir (JAN)
Ritonavir (JAN, INN)

(3) RTL (stem)
—-vir i FLU A L AEK
—navir : HIV 7' v 7 7 —PHESK

II. 4T 5EHE



3. BEKXXIEITHER
=)< kL ENL U e

NH

H:C
H
N
H
0

HC~\__ ' HC N N L s
\ N o >_</ 7 TN o/\ﬁ_
| ) H BH
H N HaC 5 CHs H H N
H

4 BIRRUHTE
=)L~ hLLEIL
5330 CosHapFaN50,
Gy 1 499. 53

U rFENL
77 F 2 CyrligNg05S,
oy & 720. 94

5. %% (&%) XIFFXRE
=< hLLENL
(1% 25,55 M {(15)—-1-Cyano—-2-[ (3.5) —2—oxopyrrolidin—-3-yllethyl}-3-[ (25) -3, 3—dimethyl-2-
(2, 2, 2-trifluoroacetamido) butanoyl]-6, 6-dimethyl-3-azabicyclo[3. 1. 0Jhexane—2-carboxamide

(IUPAC)

U rFENL
5-Thiazolylmethyl[(a S)—a-[(1S, 35 -1-hydroxy—3-[(25) —-2-[3-[ (2-isopropyl—4-
thiazolyl)methyl]-3-methylureido]-3-methylbutyramido]—-4-phenylbutyl]phenethyl]carbamate

(IUPAC)

CEES

auli

6. EBRAA. A4, BS.
=< kLN
BHA. B4, B4 FlcZe L
L E s (JRBRES) : PF-07321332

U e
#% -5 : RTV
FLEES (JABRES) : ABT-538
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[II. A5 (CEd 5RE

1. MELEFHEE

(1) 488 - 4K
=)= FLJLEIL  AA~ENCEO LR TH S,
UMFENL: HEOHEKTH S,

(2) BEEMN
=A< hLILENL TR R=RU L, AX =K H ) —)b (99.5) [ZIETLT <, KIZEET
12K, AT EZTIFEE AT 2N,
UhFen: 7 =MD TETIZS LS, AZ =R 7 ma 2 Z D THETR
4, KITIF E A EBET 20,

(3) Wim
=)< FLver s FENRMETH D, GRERSE : 256°C. 90%RH)
U RN IREMEER D,

4) @l (9fER). R, BER
[Zia
=)< MLJLEJL : £ 192°C
U hFEen: S ER L

(5) ERIEEFERETEL
== FLILEL B L7
U RFENL : pK1=2.0, pK2=7.0

(6) S ERIREL
=)< FLJLE/L :0.845 (FHIE)
JURrFEINL:3.2

(1) ZDtDELRMEME
=)< KL IJLEL
pH : B2 &R L
FENEE « B &R L
ORI AT )L
AL ) — VIR T ORI AT ML, R 201nm [ZARKRRIN A2 7”7,
A RREERR L
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U rkFENL:
pH : 5.98
FEJCRE « B4 &R e L
7&571‘%2”17\’\07 MV S ERR L
HEEA RRYERIR L

2. BYRDDERBELHTICEITSAREN
BREEUHTICBITARENE (ZILITRLILEL)

R RIS ‘I e PRAFHIR it 5
EWIRAARR 30°C/75%RH RV F LU/ 12 4 A (fkET) JRASEN
TR 40°C/75%RH N 6% A JEFEN
KPR 120 7 1x - hr BAE
W RS (k) KRIT SRS S = L — Ty—1 — JRKEN
200W-hr/m?* UL E

REEE - PRI, MEERRER, Ko, &
X oLEMERER (RAMRERRER, ISR ket

BREEEHTICETHREHE () FFENL)
R RIS WA RE PRI RS
EHRA AR 25°C/60%RH P 60 » A HRs N
TN R 40°C/75%RH AT 6 5 A HE N
AL D P TE e HaPREE 120 5 1x « hr LA B
SERB O6) Ef;fg{;ﬁ? TS A =
B 200 W-hr/m> 2L E

WEEH : MR, RdeR, AP, Koy, JEHRwE.

I
P
5
3
¥

3. ;ﬁ)‘j]ﬁk_ \GDﬁEu.uu'\'.%ﬁ/f }‘EE/%
=)< hLJLEIL

HERBRRBRIE « SN A A~ FVRIETE  BRYEWE LR —R O & 2 AIZRERO IR ORI £ 78
LoRa
E R BRI n< N7 40—

U M FENL:
ERRRRERYE « ARAMRIN A~ N VHIEE
E B BBk Iue<w R NTTT 40—
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IV. ®HAICE9 HHEA

1. #fz

(1) FRORX5H
7 4V ba— MEE

(2) EFDHNEE TR

NI B
=het 4N é;u/\—k—
RS L Fifi {3 W
( 3cL)
=)< hL L ENL WREED 7 4V a—
B e JEx
17. 5mm 8. bmm 5. Tmm
o\ S —
@) () E=
U b FENL — HEa~MEAGD 7 VA
CEREY R 2) | FIP% & = b
9 17mm 9 9mm 9 6mm
oren | (BO(H ) ==
OFTEy K% 7 600, — HaD 7 4 VA a— Mg
2ETEy K28y 7 300) R XES JERS
9 17mm 9 9mm #9 6mm
R¥o bty Ry 7 NFr By KXy 7 600 REr by Ry 7 300
;i = “mamnmeoo = S*OEYRN
! i :Efﬁ
= ot U . oA \
......... 1 B Pk meen m 4M mmm ﬂb
e <4 -y -y

(3) #Aa—k
=/~ K LLEL : PFE 3CL
U hFEAEE (RFoby Ry 27) - @INK
U RFEAEE (RFrEy KAy s 600, ¥y F/8y 2 300) :R9H
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4) X DM
=)< RLILEL Mg L
Uk F B O EMEEL

(5) ZDfth
A L

2. BH| DM

(1) AES (EERS) OEERVHEMH
AREGTIUU T O 2 WA ZHAEDELL LD TH S,

NREnty KNy
13—k (1 HS) W

=)L~ ML JVEILEE 4 8E
U N FELVEE 2 BE

NR¥FuEy K23y 7 600
Lv—hF (1 HS) H

=)L~ NLJLEIVEE 4 BE
U b EIVEE 2 B

NFr ey RNy 7 300
1v—hF (A HED) H

=)~ NLIJLEIVEE 2 BE
U M EILVEE 2 82

RIANF 2 DRIFRD LB TH D,

H, w7 mra—/ 400, =
275

- 1 $EH 1 g

GELSE =)< kL JLEJL 150mg U kL 100mg
Wit ro—x, KR | aRE R, £/ 00 VR
W, 7oA Aia—AF k| YL X BREEKTSA
VoL, WEEKIAE, 7 | B 7vABATT VTR
TNV ATT VAT N T | Ug A, KD KL

AN L, BFuAuo—R @B{EF | VUL TR An—RA R

{bF% >, <27 v ad—/L 400,
| N = = S M =1 i s )
— A, NI, wrad—)L
4000, R Y Y )L~X— | 80

(2) BREEDRE
A L

Q) &
M L

3. BT BMRERDHEBRRUVEE
LA

IV. HFNZBI+ 51EE
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4. Hff
M L

5. IBAT DRIREIE D & 53t Y)
IR, R

6. HHEDEEXBHTICETHIRER
EEEFHTICETARENE (ZILXMLILEL)

Kk AT HE (AP ST A7 I R
. 25°C/60%€RH 18 % (ikee) Y

Bl ks
RARArat | PIP e 30°C,/75%Ril 18 5 A (e B
TR R 40°C/75%RH 6% A JRAE N

KRR 120 5 1x « hr LA B
e/ o . .
e it o — - e

< 200W-hr/m? L) |
BUETRR : Phik. SRERS. T, SR

Ko ZEMERER (RIIRERBR, IdERER) ke

wlEAER Ot)

BEEEHTICETSRENE (U FFEL)

AR EESIA S PRAFSRITE PR A7 (e
RS | ., | 2567C/60%RH 24 » A (fkfedr) B
o i )RR o 30°C/75%RH 12 % /3 oiisdd)
IR - 40°C/75%R1 6 5 J1 B

. T RIRE 120 5 1x - br DL
. . i N, N .
s 0p | mane SSUET O e ere e —s0 iy

Whr/m? Lk

REBHE - MR, SRR Koy, Bk, &

1. RBERVBEREOREN
A LR

8. fHIE DRALE WMELENLIL)
DR L

9. AHM
== hLove s AlR—fEERE  mHERBRE (O3 Fuik)
U b B v AR NEHRERIES 27k ONFVE) NIZE VRBRZ1T 9 L& HKICEE T 5,
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10. R - A%

() EFRARBEGERE - QF, SELNBRGESR - QECET 21HH]
AL LR

(2) a%
(IRFOEwY KRy Y)
306E [=/~ N ULIVEIVEE : 4 BER VY R ELEE : 2 68 (PTP) X5]
(NFOEw K/N\vy 5 600)
30 8E [=/~ ML IVEJVEE - 4 58K TNY M ELEE - 2 88 (PTP) X5]
FDEwy K3y 300)
205 [=/b~ N ULIVEJVEE : 2 BERONY N EULEE : 2 88 (PTP) X5]

3) FEE=E
BN O

(4) BHBOME
PTP A3t « 7L I = AHEE T 4V A

1. BRRHS N2 A E
LR L

12. ZDih
AR OV
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V. BRICEII SEE

1. EEXIEHR

4. HEEXITHHE
SARS-CoV-2 [Z & % R AE

<R >

AR 12 5 LA B IRE 40kg LU EO/NRIZBW TR, EIELY A7 R¥52H3 2% 18 il Lo
SARS—CoV-2 {Z & 2 RYLE BT & KI5 . AHIDO AR W2tz 77 R & tigaat3 2 EERIE
[155 I/ AR KRR EABR  (C4671005 (EPIC-HR) #RER) 1281 5. JBBRSINE 1,361 filzxtge e L-H
WS OFE R, 77 RISk T DABNOFIENEIES NI Z L6, BEEITZNE % [SARS-CoV-
2ICKDREYE] LRE LT,

6 kLA b 12 s s IR 40kg UL EO/NE RN 6 5k LA s>k EE 20kg LA L 40kg R0/ NEICE
W, ERERSRFES I/ IAHRER (C4671026 EBR) (2RI 5. IRERSINE 66 & x5 & L7 Rifg
HrofER, 2 o/NREEIZB T D ARBOFIMENRENTZZ b, RESUTIZhF% [SARS-CoV-
21T DEYYE] ERRE LT,

2. PEEXIIHRICEET HFE

5. BhBEERIEHRICEET 5FE

5.1 EHIRFBRICI T 2 BB 5B A E 2. SARS-CoV-2 12 L DIRYED EIE(L Y 2 7 [RT %
BT 2%, RAOEGPLELZZ bNDBEICEETHZ L, £, AFOELGRRIZON
TEBEHOTA RTS8 THZ L, [17.1.1, 17.1.2 Z#]

5.2 FEJEME D E N SARS-CoV-2 I K 2 EYYE BT 12X 2 AT L TV 720y,

TR : 8% By KX 7 600, 300 DA
< it >

5.1-5. 2 AR AR OV 12 5% LA B DR 40kg L EO /NI W T, [E BRI FE S T/ IAHRER (C4671005
(EPIC-HR) #fR) T, BYE~TENE [ (THYT 5, SARS-CoV-2 |Z X 2 EYYEDHIE(L Y R 7 K
TEETDHIRBRBINMEE NG E LI SR E 2 RE LT, 6 Wbl 12 BRI IRE 40kg
PLEO/RNRR T 6 #ELL >R E 20kg PA L 40kg ARO/NRICHWT S, EEILEES O/
Bk (C4671026 3ER) T, ABTAMEL L IFL72V, SARS—CoV-2 |2 L 2 EYYEDEIE(L ) X 7 K+ %

BT HIRBBMEE MR L L2 b S BE 2R E L,
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3. A ERUVAE
(1) AERUVAE DR

6. RiERUVA=E

(RFaby RRv7)

EE . RAMON 12 L B 40kg L EO/NRIZIE, =L~ hLrE/LE LT 1 [E 300mg M
WY FFELE LT1IE 100mg ZFEFHC 1 H 2E, 5 ARRAOEET 5,

O%Fa by K27 600, 3%ty K28y 7 300)

EE L. AL EELL ENIRE 40kg PLEO/NRIZIZ, =~ L ELE LT 1A 300mg M
Y FFELELT1E 100mg Z[FEFIC T B 2[E, 5 HEREO&RET 5,

WA 6 Ll B OIRE 20kg LA E 40kg AR O/NRIZIE, =~ F v L E LT L [E] 150mg &
Y hFELE LT E 100mg ZREHZ 1 A 2[E, 5 ARERRA#RE5T 5,

< i >

FEERRBRIC BN T, in vitro @ ECy \THT VR CH B FERI 2B MENERD S, in vitro®
ECoy DFI 4 (DI TIX LV EmWAERTRBO bz, Fiz, RIS ME 24 L Liz=1~
MUV ENLOREM, BEMEKLROPK 25l U725 TR (C4671001 3R) (2B W T, =~ |
LLEL/ U R EIL 300/100mg 1 H 2 [E] (BID) D% 5ICL V., 90%BOIRBRSINE CTII#KkE 12
REFE £ DIMEFIREE (Cyy) A3 ECo (292ng/mL) % E[RIZIEEEICEFEL, 5 1 H K OVERIREERED C,
(FFRAE) 132 E A ECy DAY 3~4 5 I 5~6 512720 Z LR ENT,

PLEDORERNG, BIELY A7 KT 28T 25 18 Ll LD SARS-CoV-2 T X 2 JEYLIE B 2 X4 1T
AFNOREOEGEDHEIER VL2V E T TR & a4 5 EES L [E S 1T /1A R 3 5R
(4671005 (EPIC-HR) #ER) 1Tk T 2 AA O HIELUOHELZ =1~ F L L E/LE LT 1 [A] 300mg
KO hFEAE LT E 100mg ZFEFFC T B 2 E, 5 AREREO#KS) L&E L CRBRA FEfe L
oo TORER, REIOFNER NEEERHGR SN 0D, AAEKOCHEZRE LT,
=)L~ FLJLEL/Y FFEIL300/100mg BID @ 5 A EFE OG- & 5 #5024 M 2 feas
DI, R T AV ABREA B ST D E RV AT AFEF (QSP) ET L E AW
2 b— g v R OEEFI ORI RN L DI T AT o 7ofE S, 5 H ] oo ¢ G- HI ] 1 3E ek o
COVID-19 DHEERZW % 32 T TGS INE DI+ Th b EaRrSi, 5 B XD EWEGHIHIC
B UANARBDHNBEITEROD DHE A RS 2N ERFRIESRT,

F 7o, 125 LA EDOIREE 40kg LA EO/NRIZ I 2 AKFI D22 K REFEDO T — 2 135 51T
o=, BEMPK EFAZ AW I ab—32 g VRS, 12 5Ll Bk E 40kg DL
O/NREXRRIC= V< FLLENN/TU R EIL300/100mg 2 1 H 2 AR E Lz & &, AR LT
FRAEZ#EG L& LABEOBRBENEOND Z EWNRBINT, ZOMEEHEE X, LLTO
FREIC LD 12 EEL DR E 40kg DL EO/NRIZH T 2 AR O MEIIHCTE . A OR M
EORENEL D ARV EE 2 BT,

BZIME © COVID-19 DFE BRI K OVEFIZ 3T D BUGNMIRR A & 12 5 LA B DR E 40kg UL E /A
THELLTEBY ., 12 5L Lo KE 40kg LA EO/NETAFIOARIEEZ 1SS T2O1201%, A & FRE
IZEE-IRR AR CIAE IR 2 ECy LA RICHERF T2 2 & THILU A NV RAEDIE T FHNEEZ S b
HEEZBNT,

LM R & 12 LA B DR E 40kg DL EO/NEORIZ I T ARKI O FEZAIEN TH % SARS-
CoV-2 W |ZEW72< , BRATEERINTZEEROBRFET e 7 7 A WLV 12 L B>
(KT 40kg LA EO/NEOZ AR 2 Z N TE e, F72. BIRESEIEEBR T, in vitro TO
JRELTRZ IR, N T U AR—H — A X F ¥ RV OBER T A Tx LT, AFNTHEREN X
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B BHNEMEDBHE /0 THE (B0%IHR) A RS ehot-, PK 7—2AZ—2 LThY M ELOMHIX
NREMIZB W THDICHNL. SN TR Y, BEPOERENBIH TH -T2,

PLEX D 12 5L, B2 R 40kg BL EO/NRIZOWTIE, B & RIS FREO LR O &% 3%
E L,

FIE(L Y R 7 247 /0 COVID-19 {EER S N (6 melh >R HE 20kg LA E) Zxfg e LT, |k
FLOFVE KR OV B C %N L7z T o [FEFR LR S I/ MAHR (C4671026 3U5R) (2T, aAhR—
M1 EO 2 THLAMEEF =L~ L VEVREOFERE (F—F%hy hA7 1202446 H 7
H) (X, % 1/ 0/IAEGFET — 2 12D < BEAFAD A D MLEH PopPK €7 /W K2 FRIE L —B L
TWe, FRROMELROCHEEZRG LI EO/NIBEFEOBREED Y I 2 b —3 3 T, AAICK
L=/L< FLLE/U hFEIL300/100mg BID @ 5 AR AOEE LI-5E & RFLEORE RN S
Hav, NEEE D 90%H THIRIE 5% K OV 5 B OBGHIFIHIC C,i, 28 ECy (292ng/mL) LA RT3
T5HZEDRENT, F7o, C4671026 FRBRIZF VT, SRAZRFG & L7z C4671005 K& T C4671002 5k
Bre —B L2 AMEDORERD GO, AEMENRRIAFTH Y | -2 I FH L nwZett Eof8E
ITRO o T,

PLEX Y., 6Ll L 12 RO E 40kg LLED/NE KN 6 mLL_ B IAE 20kg PL_E 40kg R
D/NRIZHONT, AE L BEEOBAND FRROER OHBEZHE LT,

(2) BiERUAZEDHRTERLE - 1B
[V-3. (1) HIEEROHEDOHED] OESM

4 RERUVAEICEEYT IR

7. BERUVAEICEET 5IE

7.1 SARS—CoV-2 |2 X 2 EYEDFER DRI L T B 520695 2 &, BRRBRIC
BWT, JERFEHNDS 6 H HLABRICE 52 BMA LT BE BT 24892 5T 57— 21345
STV, [17.1.1, 17.1.2 &R]

7.2 FRAKON6 kL B OIRER 40kg UL EO/NE O R ORFERERE B (eGFR [HERRER(A
AiEE] 30mL/min LA 60mL/min A5i) 121%, =~ ML ELE LT L [E 150mg X TRY R
EJLE LT 1 (A 100mg ZFEEC 1 H 28], 5 HEEOEEG T2 2 L, EEOBMERERSE
(eGFR 30mL/min Aiii) ~OFGIIHERE L 720y, [9.2.2, 9.2.3, 14.1.1, 14.2.1, 16.6.1%
]

THETHBRE %oy Ro%y 7 600, 300 DI, FAREEL : SF by RNy 7 DR
<N >

7.1 [EBRILEE T /MFEEGRRBR (4671005 (EPIC-HR) #RBR) I1XEE(EZAE| Y AHF AT 5 B REILANICER
S 7oK C SARS—CoV-2 YL 3 fERR S dv, JERFEBLN D b HLUNDEE ARG L LT\
LEHELZ, AEEREL:,

7.2 =< FLJLENL 100mg 2V N EVGEA FCHERAKLG L L OBRE, PEERONEE
OB FERERRE I X DB A2 BT 558 T AEARRE (C4671011 RBR) 2B\ T, PR K OVE
JE OB HEREREE 2 9 DR B INE OgEFEE (AUC,,,) 2MEFEIRBRSINE Ll L T 8T% LW
204% M UT=7=8, AREAZE L7, (IVI-10. (1) BHERERERE ] OESHR)
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5. BRERALIE
(1) BRERT—2/N\vir—2o

BB 12 5% LA B DIRE 40kg L EO/NRIZHR 9 5 H&ER
H s
B IR RROAM | W% 5k PR - PR
[ S ]
Partl : =/~ Kk L JLEJL 150,
500, 1500mg, =/L~ h LJLE L
/U R EIL250/100 (B KO
Z2EEE) | 750/100mg HL[EIRR O %
5 b
Part2 : =/~ hLJLEJL/Y |
. _ F B L 75/100 . 250/100
i i R ~ N
Cfgﬁggla *ﬁflﬁj’;ijh%%i Ve, AR | R 70 1 | 500/100mg, 12 R 212 10 H
[?@%] %‘ e l‘i\ PK ( Ei ZIKJ\ 4 'fiﬂ) Fﬁ‘jﬁ':‘%'ﬁ:‘
° Part3:=/L< k L L EJL 250 mg
(BEAI, TmAl, Bk kRO
FF) HL[EIRE QS
Part4 : =L~ hLJLEJL/ D b
£/l 300/100mg H[EHR A% 5 ©
Parths : =/ v NLJLEL/U R
B/l 2250/100mg HA[EHRE A6 5- <
T i A COVID-19 | =/~ b LB/ ) e
C4671005° tﬂf;q“ﬁﬁ E%F’EFJ;: Bk, et | B 211361 (H | 300/100mg, 12 KR Z &1z
‘( —=] EARRIRY R
[E 3[R ] W I At AN 6 f51) R A5
LT geEnt, e | mare, B | WERAL R | =A~ FLAEA/ ) R ER
L] MR M. PK EERE 16 4 100/100mg HL[RIFE 13 5 ©
L SemiEni, eS| kRt B | REHRAL EE | =A< bLAEA/) bR
(4] BV %, PK EHE 34 4 100/100mg HL[ETFE (% 5- ©
i N =< hrLAEL/Y N FENL
% 1M KFI DK EH ! .
FHEMH. 3, s = . 300/100mg, 12 BRI Z &1
Coma | 2or——stw | 5770 AR e s e kg ome
B HAA[RE 0% 5
=A< LA EL/Y R FENL
5 1 4H . / .
FHEM. 3., /o | KA FY . 300/100mg, 12 FERI = &1
C‘E%;ﬁg PR IpRETVY Soa~ppm | RN e e TS ) g
[l 0 % 5-
. . =)~ hLAEN/Y FNFENL
% 1A H NN = P E / =
HEM, 2, 7| ] N : 300/100mg HA[EIEE M5, /L
GOt | xor—sepm | Z 2RO BRIRA B e g00mg, 12 5 =
o 28 HiiRE D5«
=A< LALEAL/Y R FEL
% 148 e A4 rTafry 300/100mg, 12 KR =212 3 H
caeriors | K ZIL 7T oL o | A 1260 | BEEOBRE, 4 b7 2T/
[#E41] o D 200mg, 24 HERIZ L1z 8 H R
mE

R, (£ OB ELR)

o0 oo

?]\I//M:/D%Z'“ELHIJ 12 5. %%Efﬁ%é Pr54% 12 R IC B .

e NN EBE A NIRERBES AENS 15 HHEET1 B 20 300mg £ TH&E

H2E&E, 4 HE~7 HEIX200mg 2 1 A 2 [a[#&5)

U M e ViE= b~ b LV eV ST 12 R, B, 5% 12 BERTIC RS
U e VT = 0= N LV EOVE ST 12 R, B 5EE, R 5& 12 RER KA ON 24 IRER IR G-
== M LJLEJL 2250mg 1% 3 [BIZ43 1 C 750 mg & O WM. 2 B & O 4 BEfIciR S, U e E=0

B (1 HE~3 HHIZ 100mg % 1
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6 ELL_E 12 BRI > O IRE 40kg LA EO/INR KON 6 mELL_ED >R E 20kg LL_E 40kg Rl 0 /NR 2%t

v B RBHRER
m 1 A
1R8G5 BN 2o B8 PO Y SR k- A&
[EheE]
§ aR—h 1: =/~ hLLEL
;gigi COVIDZI9 1y 0 v e 300/100 .
B | g apaei, b | 2ot PKAT | 2k b 1561 | L00/100me Z12IFZ 2126 H
C4671026 B WA ASER | ahiE - iR O % 5
[EpdeE] | P FEPTARS & Gk g4 | DA R 2= bl
WJ“ ' /U RFEL 150/100mg % 12 B
M Eics AMREN#S
B | SRR, A o Pk | = bunensy pren
C4671034 b, “EHE, 38 | A, et w5m($ﬁl 300/100mg % 12 IR = & 12 5,
(EBSIET | ki, S ARBR P ’ 10, 15 HHIREH#E:
L] IR 2 B L
EAIRE i%?igﬁmﬁé zwﬁk%gg =< kLN /Y hFENL
C4671042 i b | M, At o 300/100mg % 12 B L1125 H
i T AN 2 BELRE 433 1 VhR 1 .
[EBEILR] A Aot P i M 5

o FHAERr (2 0MBERH)

(2) BRPRZFEEGAER
WEANE 1 FREBR (C4671001 3ER) 2
18~60 MDA EZ R, =/~ L ELDOZREN, DEMAZFHME LR, =1~ L
NENORRERORBENET 07 7 A VTFHFRECTH D Z LAVRENTZ, £z, VENT —4 %
W7z C-QTe fEHT DOFER, =N~ MLV ELVOEGIZ X DEEKRIICE®RDOH 5 QTc IERITFED &
Nighotle, BEINIZ=/~ b LV EVRERIP ST, AAQTCF HEEIED 90%FHEX I D LR
X 10msec R TH > 7=,

(3) RERGERRR
LR L
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(4) HRELAIEHER
1) BAhPEREEAER

ARV 12 UL EMNDIRE 40 kgLl ED /MR

[ERSSEFSE 11/ MAHRRER (C4671005 (EPIC-HR) #Bg) ' 'V

18 jk LA D SARS-CoV-2 |Z X D JEYME B Zxt8Z, =/L~ h LV EJL 300mg KOV R eV
100mg ZPFHT 1 H 2 [\ 5 HEHEE LIZREOF IR L2 ZFHET 2 77 B A RHR,
ZAb, ZEHEMR, WATEEROERER A 50 U 7o, EZEHIHE B I MIEA{L 28 H £ TD SARS-
CoV-2 (ZBIED & D ABe SUTHELH Z RIDRWETE DA X bR LIRS INE OES &
Uiz, RN CH L PRI (2021 410 H 26 HF —X W v b4 7)) Tik 1361 ] (AA
AN 1) BNIEER LS L, FEFHMEEAE (mITT M) OfERIL, =~ b e kY M-
ELOEHEE 0.8% (3/389 f) W ONMZ 77 & AREE 7.0% (27/385 HI) TH Y . EIA OB ZIL-
6.317% [95%1EHEIX [ : -9. 041, -3.593] TH-o7=, NFRIL. =/~ FLAAEALKNY R E
SRR ARE 3/389 B (0.8%). JET-0/389 B (0%) THY., 77 wAREETARE 27/385 i
(7.0%) . ZEL 7/385 f5i] (1.8%) Thoiz, 7ok, BIEALINIZTXTOERSNE 2113
Bl (HARN 6 f) ([2k1) 2 RHEHME O COTEEFAMEE mITT £H) OfERIX, =1~
FLILEAKRONY b F ELBERIEE 0. 745% (5/671 f4]) WONT 7T AREE6.801% (44/647 f4))
ThO ., HIEOHMZIT-6.137% [95%EHHX M : -8.208, —4.066] Toh o7z, WiRIE, =/
<~ hL A EAKRRY M FEAGEHEECTARE 5/671 4] (0.745%) . 3E1= 0/671 5 (0%) TH Y
7T 2 ARRETAPE 44/647 Bl (6.801%) . FELZ 9/647 3] (1.391%) Th-oT=,

FTEFHMEEE (E2BFETOAANY FRREE) OFKR (PREFEH)

=)< rLJLENL/ e o
yhreapimm | CH
mITT £2FAED SRy R IEBE A 0. 8% (3/389 4 7. 0% (27/385 )
7T RARREE D% (95%(FHH | -6.317% (9. 041%, —3.593%)
X)) =P
p il ™ e p<0. 0001
WITTLEFD | £ <o FsHE D 1.0% (6/607 1) | 6.7% (41/612 i)
TIEREEE DFE (95%[EHH | -5. 765% (-7.917%. —3.613%)
X)) = °
WITT2 B | o [ IEmE A 1.1% (7/66141) | 6.4% (43/669 fi)
TTRREEE DFE (95%IEHEH | 5. 425% (=7. 460%., —3.390%)
X)) =P
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FTEHBEE (E2 BFETOA AN FRIBEIE) OFER
(BREALSINEIRTDARSNE TCORPEHRDENER)

=)~ hrLJLEIN/ o .
v rreapimpe |0 T
nITTEFED | £ <o [ 5BEA 0.745% (5/671 ) | 6.801% (44/647 f31)
TIReREE L DFE (95%EH | 6. 137% (-8.208%, —4.066%)
X[) = °
p i & b d p<0. 0001
mITTL BRI | ¢y R eHEE L 0.921% (9/977 1) | 6.471% (64/989 fs)
TR REEE DFE (95%1EHE | 5. 638% (-7. 308%. —3.967%)
R = °
mITT2 EEFAED | £~y fRELEL 0.963% (10/1038 f51) | 6. 268% (66/1053 f5)
TTRAREEE D (95%(EHH | 5. 389% (-6.991%, —3. 786%)
ESE

a. HEEZ(L34 HEOD Visit ([ZIBWT, BAERL 28 A B OFHEZ 5 T L7z H & T Visit IR T, %
DRI 1L SATBBIRRE & 72 o e A I3 R R ICTERDN S AR R TH HEI D & L7z,
b. BERIZEIL Kaplan-Meier JEIZ X D HEE Lo A 2 MRBEIE LV HH L, 28UX Greenwood DATFIT I
SEEH U, EEEKMTESATILIECL Y Bl L,
c. Wald M€, A EKAEMM 0. 2%, HEREMEOF B AKEEZTM 5% & L, HHEMITIC L D IGURE DL E
PEDFHHEE S L LT 0 Brien-Fleming T o o HE B A V=,
d. Wald #iE

WD) EAEAL S, IRBREES 1 BRI ERE SN, X—R T4 U EPOEIEAL 28 HEE TR &
1[ED Visit 8% 0¥, N—2F A T SARS-CoV-2 |2 L B EYYEI 5 E / 7 v —F AHiUk
NEEENTELTHEREDTFTESL R, 1D, SARS-CoV-2 T X B EYHE DFERFEHL S 3 ALIAIC
TRERIEN P 5 SN IRBR BN

1 2) MER b S AL, TRBRIEDN L BILL ERE SN, X—2A T4 VBN EERL28 HEETIIA < LD
1[ED Visit B0 H, N—ZF A L E T SARS-CoV-2 |2 L D EYUEI T 5 E 2 7 v —F AHUk
PG SN TRLTHREDOTEL RWIRBRSINE

1 3) MEEA b S AL, TRBREED L [BILL ERES, X—2A T U ENOEERL28 HEETICAR< LD
LE D Visit 238 5 IRBB g

AP AT S DT, BT REMOERIC [ R—RA T A %D LMIELIL 28 BEE TIIbiR &b
LE D Visit 3D ZEDIZ,

Irds. ARBRO TSR - FRAMEREIZLITO®Y Th o7,

FAER - RO EE
R AL UE 1. SARS-CoV-2 5tk (ME/EZ LA 5 H LANIZERIR S ALz ik % AV 7= PCR AR
X R
2. SARS—CoV-2 |Z & 2 JEYLIE DFEIR © FHNAEL(LET 5 BN TH Y . 23D
AR 2 AL A2 38\ T SARS—CoV—2 1T & B RYEDSER @ 2 1 DL EFRD S

n>d
3. RD SARS-CoV-2 IZ X BDIEYUED EIEL Y A7 NF 2D b 1 oHT 5
- 60 LA B
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« BMI 25kg/m* i

- B (25 30 HLANOWBEEA & Y | 34T 100 ARLL EOBIEN 8 2)

- SRR Y ST S A O Ak -

RV S (R, O ARG 2T 5B D)

- @ EOZM 2521 TN D

DR COAGEEZE, st —@PEREm R e, oA = e
Ut U MG SITEE, TEEIR A 7S AT R A EBIIRIE AT
BN IR PR BERT ST RBIIR A S 2T DOREE 2 A3 2)

- 1R 2 OB TR 5P

- B v

* SR AR BRI

- PREREIERRETE (MVERREL, &0 RERIESE) SUIIEZEREMEME 2 535 %
DHOFEE (BIEMRE. AFRY v 7 v v Fr—»Ah HEDHRREE)

- BRJRMER & 3 A& B TEEMED A A

» EFRBEHT~DIRAF (SARS-CoV-2 T K 2 JIEYIE & BEBIR Lo Ffse i EPPIRIRIE )

FRobHAE

. SARS—CoV-2 |Z & % BKYYEDIBED 1= D ANFZEEN 8 5
C ABEDS BRI EE YT IEAE A 1% 48 BRI LN ABENLEEIZ 72 5 2 & VR

EShb

. BUEORG X0 A, FUR XIS R A IZ KLV SARS-CoV-2 YL flERd

SN ERnHD

L IEEMEONFEE R (1B SUTIEBNED B BT C BUIFAR A L AR, RS

PEREYFMERFAEZE, Child-Pugh 7 7 A B X% C, BMENFAR 2% & EelE B PENT
B, TV — IR IR ) OB ER AT 5

BT SUIT LN D EEOBKERE (X7 U —=70 6 1 HLUHNO

myE 7 v 7y F = fEI2HS< CKD-EPI & TH H & 7= eGFR 2
45ml/min/1. 732 K5E) 28T 5

. A VAN 400copies/mL O HIV JEYLE B X HIV IEYYE OTEED -

OIZPFAZEIE R A2 LT B HIV JEYLSE B

. SARS—CoV-2 |2 X BIEYYEIC KT 5 U 7 F R 249 5 T EME AL 34

HEXVENCEEEZZ T2 Z &R THENTND

8. MEAEXLAT 24 RER LA OB R AIFIEE DY 92% A (Z2HE, ENAR) ¥

a) B, BN ST NEE, 88 (38°Cilt) XIFBA- 1T &%, BHESUIE A, TR,

A X

BKOJF A, TR, B, WM, S, WRER, SE5E D UTEK

b) ERERNE. NEARRNE . ISP R AE . CDA B MRS 200/ u L A A0 7 A L A
400copies/mL A 0> HIV EEYLIE L H45

¢) ARBERFLAFUAT 30 H LI 14 BLLEEF T L K=" 20mg/ H L EICHYS 5 a0 F 3 %
TuA FOBEG, RERMEAIAT 90 HUPNIZAEMRE (7 VX ~<=T, UATHFX~<T
) FELUITEMEEE (A B hLxY— b, AADT VTV THFATY %) O
G, XIBAMERIEEZ T 256

d) MCHEBEREL A L, REMICBER G 2T T 25613, BENICZT T IEERFRE
T T A1
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AEAL SN TR TCORBRSINE TOEMBHME O S OBIEREESEE L, =L~k
LILELKERY R FEADEHBET 6. 5% (67/1038 f5) TH v . EABIEAIT. B4 (3.5%.
36/1038 i) M ONTHI (1.1%. 11/1038 i) THh 7=,

6 melh | 12 Bl 2 DR 40kg LA E /N KT 6 @A E M DIRE 20 kgbh £ 40 keRiED /MR
[ERRSE RS 1T/ IMARRRER (C4671026 78BR) 1?2

6 LA b 18 AT 2> AR 20kg DL 0D SARS-CoV-2 |2 & B RYLEBRE A xR, =L~ hLJL
EL 300mg K2 OV R EUL 100mg (6 % LA E 18 s 2> IR HE 40kg UL E) Xid=/L~ hL Lt
JL 150mg KXTNY R EJL 100mg (6 mELA_E 18 AT 2 D IRE 20kg LA E 40kg Aii) ZOFH T 1
H2RE 5 L Lz s 20, EYBRELOEIMELZTMT 52 L2 B0 E Lo BREIE
BB A i U7-, TPRTRS (2024 4F6 HT BT —4 0 > b4 7) Tk, 6 bl 18 7%
%%#o%@mmui®wm&w6%utwﬁ%ﬁ#omim@uhmmﬁﬁ@MWK
AR D3P G-tz (P RIFENTIE S CENRBRESERER BV TR G SV ERIZ W o 72),
IE%%@Ei%%@E&U?@@@%@T%OKO”ﬁ%ﬁ@ﬁf%é&ﬁ%%%ZSHﬁ
£ TD SARS—CoV-2 T X DRYYEIZBIHE D & 5 AR UTBEH 2 72 VBT DA X2 MEGRD
LR o T,

ek, ARBRO LRGN - BRAMEEIZLLTO®EY Tho 7o,

FRER - BRONEE
JERPRILUE L. =zdR— k16l b 18 AR DR 40kg LA, ad— |k 2: 6 5%LL 1
18 WA 2 O E 20kg LA F 40kg A
2. SARS-CoV-2 B&t: GRELA AFURI 72 RERI LA ICEREL S AL 72 ik 2 V7= PCR #R
T L0 iR
3. SARS=CoV-2 |Z & 2 JE&YLE DR @ FBLFAAALLET 5 HUUNTH Y . 23D
BRI ALIZ I T SARS-CoV-2 12 L B IRYEDIEIR @ 28 1 DL BB b D
4. D SARS-CoV-2 |2 X D EYIEDEIEL Y A7 K152l Eb 1 2OBT 5
18 mE AT D FJE SARS-CoV-2 |1 L DIEYED U 2 7 [KF-
o PR ST AE I Y
- BRECE (25 30 HUANOBYER S Y | > OEJEIZ 100 ARLLEOEYER & 5)
< GO RO ST s B Ok G- O
SRR (MR, IO H S AT 585 D)
c FILEOZE &SI T D
DL R IE R
fFUX T2 ?Fluﬁ
o (B R S
- SePR IR i BRAE
- PR EEREEE (RMMERREL, &0 REERESE) USRS A 53 5%
DOOFE GEEMIRE, AZ R v 7 v Ra—A, HEOIEREE)
« [RIFTER & A & BR < IEEED N A
- FLAR (1 AR T)
- TRt
< INRTEBRZBINE T BT D BAE SARS-CoV-2 [Z X BEYED Y 2 7 K+ & L
T CDC D3 7= 1 L 7= L
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ok FE v 1. TR D SARS-CoV-2 1T K 2 EYYE DI DT D D ABTHEN & %

- AL AR I THE A AFL 48 BRRILAPNIC ARSI EEIC2 5 Z & VAR
EIND

3ABRBRIED W N D BTN XE T D BUE XX Z OO B2 67 5

4. IEEMEORES (BMSUTIEBEIMED B B E ¢ BUATFZE. RS MR AT A
7%, Child-Pugh 7 7 A B XiX C, BWEFA2%Z & TeiREEFR %, JET v
a— VHERRIAFIERR ) OBEREE R T 5

5. BT XITHEENOBEEOBEMKRERE (X7 V—="7416 7 ALUAOD
eGFR 73 45mL/min/1. 73m* A 1% eCrCl 78 45ml/min AKJii) 2 HT 5

6. REBRHWIFFOWTNLDEETOE ) 7 10 —F AHRIEEE, SARS-CoV-2 |12
X B RGYE DIRIE D T2 D DHLT A IV ATEEE S Y SARS—-CoV-2 12 K % JYLiE (]
B M AERIE D, 3BROF 34 HATIZ SARS-CoV-2 |2 X 5 RYLE 2% 5
U7 F L OEMEZ THZ ENTREINTND

a) %, BYIN UMK REE, FE (38°CHE) T -1 F 3%, BEENIIEZ, B, BT
ROJF A, FH, Bl WM, S, WREER, SE5E D UTEK

b) CDC pf A IS < FE B L OWERI D BMT (kg/m?) 28 85 /R—t v Z A VL E

o) HHEBME, THASE . ISR R AE ., CD4 BRI SIS 200/ u L AT N> 7 A L ZA B
400copies/mL A > HIV FEYUE B F45

d) FBFHAZLAT 30 HLANIZ 14 H UL e ©, spgifilz ol s 2 e monTuns HE
(BREEEMOBREWICESL) ToarFarTas Foks, B AILET 90 H

PIPIZAEDRIF (o7 Vo~ T, DRAT XX~ 74%) B L I3REFHEE (A X

P—h, ANDT TV, THFATV L) OFb, UINACFREYZ T 54

[\

AHN D E- %2 T =T X TCOIRBRBINE CORWERARBAEEIL 9. 1% (6/66 ) THVH ., E72
BITEANITH (3.0%., 2/66 f5) Th-oTe,

W) AFNOAGBSNTHELOHEIX, OSFa bty KXy 7)) @i, AR 12 2L Epo
IRE 40kg LA EO/NRIZIE, =/~ R LbeLE LT [E 300mg OV R E/LE LTI [H
100mg Z[AKFIZ 1 B 2\, 5 HEZRO®EETHLH, (XFrEY K23y 7 600, XFaty
R/Xw 27 300) @, AR 6 L B2 DR 40kg LA EO/NRIZIX, =4~ R Ler
300mg OV hFEJL 100mg & 1 H 2 [B], 6 mELL B2 >KE 20kg LA E 40kg AR/ NI
X, == FLJLE/L 1650mg KOVY R/ 100mg 2 1 H 2100, 5 HRERAOE®EETH S,
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2) REMEHR
AR L

(5) B - HERIHER
LT L

(6) AEMER
1) ERAKERE (—REARERE. SEERARERE. FRARBELERE) . 2ERFTERET—A
—XFAE. HERFTRERABROANE
SARS-CoV-2 JEYE FBRFT1T k4 2 — i AR A (C4671018) (] T)

H Y RS IR e O HIERE T IS 1T D ARF DLV R DA IWEO R
FLESSES AR D TG S B

AT HA ] 2022 4E 2 H~2023 45 H

H EEE 5 LR NERRAT XG4 & LT 3000 451

BlLZZ ] BEBMANORGHE TH28HE (G THEAZ1HAETS) £T
FE Kt 7 1% g A 7 3

AL ST T JE 2948 5 (FRAAE R OARFICE T 2 B [RE 2 IS C X 7 iEf)
<fEH >

Eree i

LA VERRIT RS 2829 BllC BT, BIVEMIL 423 1 (14.95%) 123D Bz, 10 FlILL ki
R ONT-RIWERIE, R4 188 5] (6.65%) . TH#I 73 ] (2.58%) . MERFEE 42 41 (1. 48%) .
L 331 (1.17%) . Mar: 15 41 (0. 53%) . FEARBOR 14 1] (0.49%) . F&Z 13 i (0.46%) T
Hote, EESEIERIZ6 G (0.21%) IZFRD BV, NARITELD 2 61 (0.08%) . KAIGHE M M
S, BARAAPEY o iE, RAREOR, MR SMEIRE R, SEEREENSE 1F] (0.04%) ThH
>7 (EEHV),

2) RBEHELTERFENDARIIEEREL-HAE - ABOBE
MG R L

M Zot
LR L
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VI. EHEREICREI SHIEB

1. ZEZHICEEHHILEYMRITLEYE
L

2. EBER

(1) ¥EREML - FERBF
=)L h LJLEVE SARS-CoV-2 AA > FuF7—¥ (W :3CL a5 7 —¥ XL nspb & bFHE
n5) #AEL (ICh = 19.2nmol/L) | RNV Z X7 B0 &I+ 52 & T, 7o LAERE
i+ %,
U kT eridet L@ (Bumol/L) % T SARS-CoV-2 (2% L THL Y A W ATRMEZ R & 7205
7o U RFELIT=/L~ FLILELDCYPIAIC L A ZHE L, METEELZHMIE 5,

(2) EEZEFITHREBERE Y
1) ZIL< FLILEIILDERME
rxovr b, MABELORTIANVLZADT T T —F (FIZVATA s 77—t 7
077 —PEEE) WONCIETR YA NV ATHSH HIV-1 O 7Fa T 77— L i LT, SARS & M
Wt D=L~ R LLVELOERMEZ B LT-, TOFE, =/L< kL L E/LD SARS-CoV-2 M
Wk B EIRE (IG5, = 19.2nmol/L) 1&, b Ml =7 7 —B R OHIV a7 7 —8 & ik
TAHEBRIGEGETHD Z LRI,

2) ZITFLILEILDOIRDAILAEMN
SALIER & MRS 2 (ANHBE) A % FV T SARS—CoV-2 BRIR 3Bk (USA-WA1/2020 ££) 1T
RT D=~ F LV ELOFLY A N ATEMEZ RS ENE (CPE) 7yt TRMiL7zE 2 A,
=< K LJLE/LIZ 61, 8nmol /L @ 1Cy, C CPE ZFHE L7,

ACE2 % & 3881 & 672 VeroE6 Ml & /= CPE 7 v & A T=/L~< k L /L E /L SARS-CoV-2 [k
SYBERR  (USA-WA1/2020 KK) (k28507 A WV AIEMEZ G L=, £72. FERYE VeroE6 i %
AnT=/r~= kL eVOfaESEZ 0 L7, =/~ b LIV EVIL P-gp BAEHKOIEGFET T
SARS—CoV-2 |Z & % CPE % H2 L ECso fif13 4. 48umol /L. ECy 13 9. 46pmol/L T - 7=, 2. Oumol /L
D P-gp PLEIRIFHE T TH =/~ b LJLEJLIL SARS-CoV-2 (2L % CPE ZFHE L., ECy flIX
0. 0745umol/L, ECy fEIZ 0. 155umol /L ToH > 7=, MkaFEEMEIX, 100umol /L DY E T, 2. Oumol/L
D P-gp PLEIIFAE T XITFEFIE FOWT N THIRD L2 b o7, SARS-CoV-2 12X B IRE
FE¥E. 2. 0pmol/L @ P-gp PRESKAEIE T T 1250 BB TH - 7=,

3) SARS-CoV-2 DFEEZEKIZHT H/EA
P-gp %/ v 27 7 U K L7 Vero E6 fifldz AW 7=fEHZB W T, =/~ b LIV EJLIE SARS-CoV-
2 FE PR A3 BIERR (USA-WA1/2020 ¥R) I ONC B BARTd 5 alpha £k (B. 1. 1. 7 %) . beta #k (B. 1. 351
ZH. K9OR Z5H) | beta #k (B. 1.351 R, KOOR+P252L Z5 ) . gamma #k (P. 1 ZH5). delta £
(B. 1. 617. 2 &#E) . lambda £ (C. 37 &%) .mu #k (B. 1. 621 &2 #%) M O omicron £ (B. 1. 1. 529/BA. 1
) ATk U CRIFRE DL A NV ATEM 2R U, ECy 1T FNF 74 38. 0, 41. 0, 141, 127. 2, 24. 9,
15.9, 21.2, 25.7 }¢ ¥ 16. 2nmol/L Tdh-7-, F£7-. Vero E6-TMPRSS2 HilfZ IV /= kiat Tld.
=)L bk LV BT P-gp BRI O LELE T T SARS-CoV-2 B PR 4Bk (USA-WAL/2020 ££) W TNC
PRI T 5 omicron Bk (B. 1. 1. 529/BA. 2. BA. 2. 12. 1, BA. 4, BA. 4. 6. BA. 5, BE. 7 (P252L+F294L
JREL) | BF.7 (T2431 Z5%.), BQ. 1, BQ.1.11, XBB. 1.5, EG. 5 LN IN. 1 Bkt) 1%t L CRIFRE D
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LA LV AFEMEZR R L, BCo 1XFNF 41 82, 65, 40, 39, 146, 44, 108, 76.4, 104, 69.3, 113,
126.5 &R 99. dnmol/L Tdh -7,

4) Z&HE SARS-COV-2 WP EERIZxid 2=/ FLILEILDEA

SARS—-CoV-2 WM™ D HIRFEAELHMN =< N LIV EADTEMEIC RIETEEIZ O T, ez M
2% V= FRET 7 w2 A 12 L o TR LT, =/~ h LV E L & O B AR By o 28 B
KOAT A VATl EHEEICRO b HERIZOWTHRE Lo, BRIZIIZANFED 5
TWRWN LD T X BEEALIZOWTHIRET L7, el WOIZBIT 5 2 b OEBOEEIK
MERIIRHATH D,

9 FEIH D & DZEF M AL A FLIRA A TS SARS—CoV-2 I[Z DWW T = /L~ b LV ELDIENEZ
L. ECo A BAR L L2 & 2 A, GI5S : 0.7 %, E55L : 1.8 %, L89F : 1.3 fi#, KIOR :
1.5 4%, PI132H : 0.5 1%, S144A : 2.5 %, E166A : 3.3 %, QI89K : 0.2 fi%, HI64N : 1.9 {5 Tdh -
720 ECs fEANEFERI D 10 (ELIN THIUTEIRICH T A M TEELZ FTRIL Z L, ZAbDOE
ByANAF= v~ FLrecs L CEZMEE R T oo s, LEEn-T, b
ODERDEFEARNERITIEN D LB X LT,

5) SARS-CoV-2 oA JLRZRW= in vitroTittEo 4 JL R EIREGER
P-gp %/ v 7 7 7 b L7 VeroE6 iz = /L~ b L /L B VIREE 2 il S TSR L& 2
5. 6 FEDOER T A JVANEE ST, qPCRIEIZ L - T ECo ED EF-OFE ZFEIC =1~ b
LIV EVCHK T 2 ME 2 BT L7/ R, 8 T3041 T 3.4 fF, —HAR T211+T304I\
L50F+T3041, T135I+T3041 K (X T304I+A173V TEMNEH 7.9 {5, 5.9 fi5. 3.8 fF K TN 20 %,
tz%ﬁimnwwu$MMim&ﬁ@maﬁiﬂ#mb%hto4EW£3MHMRV&U
—Z S T211+T3041+S144A @ EC5fE (ZNFH 20 (LN 28 5 E&H) 13K o=/~ h L L
EVIMHRE R ElRlo7-, Zh 6 FOER T A VAT L AT v EISKE U IS & R FF
L Cuwe,
A549-ACE2 HEBa A AWM EHI BT, =/b~= N LIV ELEEE 5 BCy D 25, 40 BTN 50 i &
WA ST L 2 A, BHEEIZEDHND WOZER L LT ALT3V ROV ALT3VHF140L D 2 D285
MPEIR I 7=, ALT3VAF140L BREZBTH VA NV AOWEEMEITBEFIETLTRBY, A LA
TR 2log K F L, 77 —27 O% A XL BARME Y /NS)hotz, ZO X 51T A549-ACE2
RTIHEERTA NV AOBEEOKTARD LN b, =< LA EAH Y A L ATEM]
VeroE6 TMPRSS2 Hifid % FHVNT gPCR ¥EIZ L - T, P-gp BHEZE (2. Opmol/L) DOIFE FCTHIE L
Too AITVER D=V~ NV EVESZMEITB AR EFRIRE CThH -7 b OO, AIT3VHR140L —H
IR DRI B AR L BT 10 fHE T LTV 23, 2D & & D BCy, IR T i g
FORECH T2 EMB, =~ LA EICKH L TUESZSEEZ AT b0 L HA SN0
INSDOERDERIERIFMEN EE X Bz, A1T3V LY AIT3VHFI40L OE R TWTh
VATV ECKHT DRI R FF L T e, 236, 2D ORI E RO v A L AT EH
MIChlz > TSR SN REIRESNZ b O TH Y . FOKICET @A B SRR A
HY7R M & ORI A TH 5,
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6) ¥ REE SARS-CoV-2 ETILIZHEITS /in vivotER

< 7 ANZHA X7 SARS—CoV-2-MA10 W A LV AIZXIT B =/~ NV ILELD in vivobl 7 AV
AR A BALB/c KN 129 o~ 7 A &E AWTIHLi L7z, =/~ hL/LELD BID R HFHIZ &
0. ZHBHDO~ 7 AP MA-SARS-CoV-2 JE&YL(Z K AR ER/D 1TekFE L, IiD v A VAl AH
WAR T L7z, F£72 BALB/c ~ 7 A 2R W TUE B O FEEE ((REIED Mo OVl O 95 ERR AR =P AT )
DEEPRO HILT, =/~ FLJLELD BALB/c ~ 7 A A SARS-CoV-2 T /LZBWTH v
ANZERE R LT & ZD Cpp 1TUTIF ECy ZHEFF L TV, T HOREHRIT, BARRRIZEHB W
THROOLNT-= L~ N LELVOFEMEEFE Lz, 72, BALB/c =DV AIZBIF D=/~ h L
JVENVEMEONY e EDFRIC L D3RI OV T B RE Lz, U M E VB TIEhTY
ANAFERZRER DTN, =~ FLLEALEDOHRIZED . =4~ FLLELIY b
FEVHM & Ll U CHREER OWED RO Sz, 2tV b E/LO CYP3A BHEIZ XY
=< MULVELDORBENENMLI-Z LIk bEEXHND,

ORGE R
LR L
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EYEREICR T 5IER

1.

mrRED#R

(1) EBLADEnRRE
AR L

(2) BRERGABRCTHR SN -OPRE

1)@@&5@%(%IA7 &) W

fEFERANIC =/~ F LJLEJL 300mg 2V FFE/L 100mg R F CHERAKRE LI-LEn=1~
MLV ENVKRNY N ELOIYEIRE T A — X & LU TFIZRT,

EYBE/NS A —F

=/1< kL) ENL U M FENL
Cmax AUCinf Tmax t1/2 Cmax AUCinf Tmax t1/2
(ug/mL) (ugehr/mL) (hr) (hr) (ng/mL) (ngehr/mL) (hr) (hr)
3.00 3.98
23.01 6. 05+ 359.3 6. 15+
2.21 (33) (1. 02- 3599 (47) (1. 48-
(23) 1.79 (46) 2.24
6.00) 4. 20)
n=12, Ty : FHAE EEFH) .t FHTERESEEREZE, ZOMD/T 2 —%  KAEEE (CV%)

600

M =L~ h LV EVIEEE (ug/nl)

r /
@
|
=

S (hr)
MmEFRREHERE (=12, ENiTHELZERE)

2) KIEHGRRE (AARAKROSNEANT—%) P
=< hLJLELT5, 250 XL 500mg 2V FFEAGEHAT (1A 100mg % 1 H2[F) T1H2FEK
BROKG LI A=~ MLV ELVOMERRET 2 HH E TICERIREBIZERE L, HEE
B2~ AUC o B O Co VKT 2 fEISHE N L 72,

) ARNOBGESIWVCHEROHET,  ONFaty I3y 7)) i, ALY 12 ik B DfRE 40kg LA E
VNG ‘%wVFVWEW&LTIEKMg&U)FTEN&LTIEHMQ%Hﬁ 1A2E,5H
MR O&5CH D, (/\iFD By R%w 7 600, 2% By R%w 7 300) @H. FRAJLON6 Bl EA ik
B 40kg LA EO/NRIZI, %NVbVWtW$Mg&U)%TEWHMg%IBZE]6WHLWO¢E
20kgL1J:40kgfkﬁ%0>d\ 1E, =/~ R LILEIL 150mg KOV UL 100mg % 1 H 2 [5], 5 HERR A&
5oh 5,
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(3) HhEE

DR L

4) B - HRAROEE

D EFEORE

EIEEERE%ZIZ =L~ MLV EJL 300mg (150mg /4] 2 §8) U 7 /L 100mg AT (=1~
LV E L O GET 12 B, BEGEER OBEG4% 12 B E) CHER AL Lz L x| 22gk
Bl L T2~ R LVEAD Cy, OFBIEITH 60%., AUC,, O FEIEIEH 20% 84800 L7z ¥

FNEANT —4) , ERRILE S T/ MAHRER TIEAR 2 BEOF I 0b b3 E Uiz, KA
BHEOGEIIDDDLTHRETX S,

2) PEREE D2

== NLILEL  P-gp OIETH A, T, CYP3A4 % RIWiHI N WK FEIZEE L, P-gp &
=42 17,

U hJEJL : CYP3A & BRICHRVEBIFPEZ R L Y, CYP3A Tk SN DT~ OO AR # % 5o
BN ET S, 77 o U ERfA 2E8E L, CYPIA2, CYP2C9, CYP2C19 Z#5E4 5 Z & 23 bhr-> T
W5, PEHEEAIO MR E A KT S8, 30038553 2 5 A L0 A o H EGREi s Bt & 72 5
AREMEDN B D 1Y,

== LV ELED FFEAFHATTA T2 — (CYP3A4 PHEIK) Nidh < EE
(CYP3A4 FHEHR) LOFHEEG LIzt & D=1~ LIV ELKDRY b FELD Cp KOV AUC (2539
DR A N LI R A LT ISR $ 2 GEAT—4)

AINTEEURIFA FSaFV—ILAZIT FLUILEILRDY FFEILQOEYPEIREICRIFTTEHE
o MBI T A — 2 DI (%)
N (BEFIEE 5/ B 5) (0% (5K
n
N N =< LB/ =< hFLJLENL J b ENL

UL prAas U R e Coos AUCP Coun AUC
. 300mg 56. 82 44. 50 95. 59 16. 57
%i;;f>;f 1A 20 309¢§§é§2;ng 9 | @704, | (33.77. | (18.76, | (13.32.
(16 [A]#¢5-) i 68. 62) 58. 65) 34.91) 20. 60)

P 200mg 300mg/100 mg 118.57 138. 82
Jl 1 H1HE 1 H 2 11| (112.50, | (129. 25, NC NC

(8 [A|#¢5) (5 A 5) 124.97) 149. 11)

a. BNV 100 (%)

b. HANTEE L AUCEAUCr. A T 3 —/b 1 AUC=AUC,

c. ANNR<VENIFERGESBENS 15 AEECT1H2[E300mg £ CHHE (1 HE~3 HEIX100mg % 1
H2RE#E, 4 HE~7T HEIX200mg % 1 A 2 [A#&5)

NC : EH L T

W) AFOARBINT-AELROHEIZ, O3Fa vy K%y 7)) @E, ALK 12 %Ll B>k
imﬁkﬁﬁﬂmﬂ-\%W7FVNEWkLT1ENW%&U)FTEW&LTI@N%g
ZEIFFIZ T A 2] 5 ARG THLH, (NFrbEy RNy 27 600, /SFmEy RNy
300) EHE ., B KON 6w B fRHE 40kg BL ED/NIZIZ, =~ b L EJL 300mg L VY
rFE/L100mg %2 1 H 2 [\, 6 mLL B2 2K 20kg LA E 40kg Ko/ NRIZIE, =b~ FLv
BV 150mg OV R eV 100mg 2 1 H 2 [0, 5 HE&O#HEGTH D,
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=AMLV EAEZY RFEAHTTIZY T4 (CYP3M EE) . AW T (P-gp DIHE)
NiEwv ANAHXF o (0ATPIBL FEE) LA E L EDIFY T A, VK T Fn AR

AR F 2D Coa B O AUC ¢ WK 2 R % G L 725 R & LU R IRd 2

HNEAT—2) .

ZII FLUILELRGY FFELLNIFYSL, FEH LS URIFORNREFUOD

EYEEE I RIT TR
b HYENHERT A —Z D (%)
B o | ) Q0%
VR N == RrLLEL/
Of 2K B 3K ) R Crrax AUC; ¢
<25 2 mg 300mg/100mg 0 368. 33 1430. 02
- 7 (HEEHE) |1 R2E RS (318.91, 425.41) | (1204.54. 1697.71)
a1 = e 75 mg 300mg/100mg 233. 06 194. 47
FEART S (HE#E) |1 R2E @EES) 24 (172. 14, 315.54) (155. 29, 243.55)
< . 10 mg 300mg/100mg 212. 44 131.18
RARATIT (HE#S) | 1H2ME GE&ES) 12 (174.31, 258.90) | (115.89. 148. 48)

a. EENRRWEAIT 100 (%)

2. EYRERI/NT A=

(1) fE75iE

JraroR— kAL MEHTE

(2) WRURERFE TE 1
M ERe L

(3) HEEEEH
AR L

@) UFTIRW

R A 12 Bl =/~ h L L EJL 300mg 2 VU BV 100mg JFH F CHERAOKE L XD =
A< FLLEALKRY hFEADORKROZ VT 5 A (CL/F) 1XZF1F40 13. 06L/hr TN 27. 78L/hr
Tholz GFEAT—%) ,

(5) S

AR A 12 i =/~ F L L EJL 300mg 2 U vV 100mg JFH F CHERAOKE L xD=
= B LLENVKE YT RO Vz/F OFEEMEIL, ZIEI 109. 4L KTV 234. 0L Th o7z (FHE

ANT—=4) &
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(6) Z it
DR L

3. BEH (REaL—Tay)

(1) BfAE
*VK%W%@@ Q- IN— K A ]\:E‘i‘j/l/

(2) NFA -2 EHER

FHER PK &5 /WIZ1E, CL/F K OVV/FIZR LT, FRE30.75 KON 1 IZHEE L2 EE vk

B (RXN=RATA4) OT7aA N v I BT VEMBEANT,

4. AR
s gk L
5. 5%
(1) % —REEFIERE
DR L

(2) tE—HREREPIEBYE
LR L

(3) Rt ~DBITHE
W6, (6) FFLI OEBH

(4) BERA~DBTHE
LR L

(5) ZDHDEBADBITHE
AR L

(6) MIFEAKEERY
=)= ML JLEIL ;b MIETEBERERIEE 69%
U R e/ b MIERE RS FIEE 98~99%
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6. X

(1) FCBIERAL R UM R R

=< hLILELEY FFENLEHHBE L&, =~ FLVELORENILE SN D, @
AIZ =/~ LV EL 300mg 2 U b EUL (18] 100mg 2 1 H 2 [8]) FH T CHERD#EE L
L MFERIZRED SN HRYEEEYE L=~ LV ELDORBIKD A TH - T=, 728, KK
OFEPIIIRERFH N DT MR SN P GMEAT—%) , JEit i, Ikofigic X
0 AU HHE M DG ED 12. 1% MOT_XTH 7 v BZBEHNHED DI RE (BEED 1%K0H)
D HNT-, MBITH G ED 4. 2% 0D b P,

v MNFI 7 v Y =A%\ in vitrosdBRT, U M FEILIX 58, T%~60. 4% 3 &4, I3
FEEH OB 2 kT 5 2 LR ST, RGBS INF I "CARY e ol T Al

EHEROES U, IR, B OMRBIIERER LI R RELER ORI 4 OB L H
B,

NN
H N
FF R F

F F

O\ N 42% PF-07321332 0.8% Agzo o. OH ASZO O

H7N\\(O E} / l L K B

o 12.4% \\( \\(

Y o OH o

A D I A 1
TN F F N o

</ ? R F N S OR

N N
o [e]
HN
M8 (PF-07331782) 5\(0 o
v J
A A,

m/z 519

M5 (PF-07320267)

‘03%

7

ZILY b ELDOHEE SRR HHRE

(2) REBICEAE5T 58K CYPF) ORFiE. FE5E

InvitrodBBn o, U T EAHEFHA T TIZ=/L~ b LILEVTEIZ CYP3AM TR#T SN D Z &N
IR ENTZ Y,

in vitro®RE T, U M FEAORBNTITEIZ CYP3A L TRCYP2D6 N 5-T 5 Z LR RENT P,

(3) WELEENRDEERVZDEE

AR L

(4) KEYOFLEOAERVEEL., FELE

AR L
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1. B

U M FEAEZH LI E D=L~ N LLELOTEREIRKITEIRECTH Y . =< F Ll EL 300mg

(BO%ER) 2V R E/L 100mg (1[5 100mg 2 1 H 2 [@) T CHEROEE L& &, BEROR

DN LN GREDK) 35. 3% KT 49. 6% DEDBGEME AR STz, PRl rh o 27k YR
WEIE =L~ b LVENLRIAUIRTH D | DRSS 50 RO RE80 bl GNEAT —

y)o

fEEEVEER S INE 1 UC 152k Y N EL OB T AA] 600mg & HERE OG- Lz b X $rH4% 148 I
B E Tlo, B LEURRED 86. 4% M #EF~_ 11. 3% N RF~FNFnde < nr-, £7-. £&1
K% 33. 8% N F A~ K 3. 5% NRFP~FE Sz GREAT—#),

1) AROAGRSNIREROMEL,  (NF oy RNy 7)) @E, AR 12 5REL B DIRE 40k

L Eo/NEIZiE, =~ bhLbELE LTI E300mg OV R ELE LT 1 E 100mg % [FEFIZ
1H2M, 5 AMKRAKEGTHD, (SFrbEy KXy 600, /SFrby K%y 27 300) i@,
A6 L B DR E 40kg UL EO/NRIZIZ, =~ L LbEL300mg KO8 FFE/L 100mg % 1
H 2\, 6 5Ll E2SRE 20ke LLE 40kg D /NRIZIZ, =4~ FLIALEL 150mg LR R FE
JL100mg 2 1 H 2[5, 5 AR O#&ETH D,

8. FSUARKR—E—ICET BIEHRY
In vitroRER/NES. =)L~ K LJLEJLIZE | MDRI (Pgp) DILECH 0 . BCRP. MATEL, MATE2K. NTCP.
OAT1. OAT2. OAT3. OCT1. OCT2. PEPT1. OATPs 1B1. 1B3. 2Bl. 4C1 DI L 72 572 o T,

9. BHHIC & BREE
LR L
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10. HREDERERIHESE

(1) BHEEEETEE GIEAT—4) @

AL (eGFR 60mL/min LA I 90mL/min Aifi) . 5L (eGFR 30mL/min LA I 60mL/min Ai5) K OVEEL
(eGFR 30mL/min Aii) OB HERERE EEEIC=/L~ FL/LEIL 100mg 2 Y FFEJL 100mg fFAF (=

= N LIV ELORERT 12 FEE, &5, 5% 12 KRR O 24 el 5. CHEIRE A& S L7z

L EWERRBHRE A AT DIRBRBINE LI LT, =/~ h LV EILD Cpy e OV AUC,, DFRFE B

LA L, B OB SRR E B E Tl 30% K TN 24%, HEE OB HERERE E B Tl 38% &

N 87%., HJE DRFKEREREEBE TIL 48% KN 204% @ o 1=, ([V-4. HIEKROHEIZEE S 5%

B 7.2) TVI-6. (2) HelaERE] OHESH)

BHREEEEND LT FLILEILOEYFEICRIZTTEE

1EH 72 B e BT RERETE | PAEEBAEREE | S RREREE
(n=10) (n=8) (n=8) (n=8)
Cror (ng/mL) 1.60 (31) 2.08 (29) 2.21 (17) 2.37 (38)
AUCuu 14.46 (20) 17.91 (30) 27.11 (27) 44.04 (33)
(pg'hr/mL)
Ty (hr) 2.0 (1.0-4.0) 2.0 (1.0-3.0) 2.50 (1.0-6.0) 3.0 (1.0-6.1)
tyy (hr) 7.73+1.82 6.60+1.53 9.95+3. 42 13.3743.32

T+ FPORAE REDH) . 10+ BARTIME AR ERZE, T OMODT A =5 0 BFEEIE (CV%)

MARBENT 2521 T2y (n=2) XUEZ T Tn% (n=12) EE (eGFR 30mL/min/1. 73m® Ajifi) B
REREEEIC1 HBIC=/L~ FLJLE/L 300mg 2 VU hFEJL 100mg OFH F CHERR O LG L, 2~5
HHIZ=/~ FLLEIL 150mg 2 U FFE/L 100mg fFF FT1 H 1 BERRO&E Lz & & o3RyHE)
REZ R L 7=, REEFMSEEEET VA HWC, EEOBHEREETOMEF= 1~ L rEL
DOIEBEHE L= 2 A, MRSTOAERICEDL LT, EFRBHELZ AT 2 IRBRBNHE =1
~ hLJLEAL300mg &Y R EJL 100mg G FCT1 H 2 mEG Lz & ERRBREICRD /T
Sz, 4 RO MEENT ORICHE S Liz=/L~ F LIV ELDF 6. 9% 2NBHTIC L 0 BrE S, BT
7 U7 7 AE1.83L/hr otz (IV-4. FEROHEICEET 2FE 7.2) [VI-6. (2) B
RERREARE | OESHR)

) ARNOERSNTHELROCHERIZ, ONFe Yy Ry 7)) d@E, AR 12 L B >R HE
40kg LA Eo/NRIZIE, =~ F L EJLE LT 1 [E 300mg KON R ELE LT 1 [E 100mg &
FIRFIZ 1 B 28], 5 HIRROHETHDH, SFr by KX 7 600, SF by K237 300)
HEH L AL 6 L B OIRE 40kg LLED/NRIZIE, =/~ R LV EIL 300mg XYY R E
JL 100mg % 1 H 2 [A], 6 Ll B2 >R 20kg LIk 40kg Rio/NRIZIZ, =1~ hLLEL
150mg KONY RV 100mg 2 1 H 2], 5 HERO®RETH B,

BN KON 6 LA 7 DR HE 40kg LA B/ N O A EE OB SRR E RS (eGFR [HERRER(IK Al
] 30mL/min LA F 60mL/min #5if) 121X, =/~ FLbeL e LT 1 [H 1650mg KXY FFEL
ELT1HE100mg Z[FFFIZ 1 A 2[E 5 AMMAO&EG T2 2 &, HEOBEEREESE (eGFR
30mL/min AfH) ~OFHIFHESE L 22w,
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(2) FFHgeEEERE WIEAT—4) ©
HASRE DS RERS E B2 (Child-Pugh 3% B) IC=/L~ L JLEJL 100mg # VU 7 /L 100mg §fFH
T (=~ F LV 12 R, BGRE, 5% 12 REE AT 24 RFfICH ) CTHERE A
B LIz E & =~ N LV ELVOBRERITIER IR 2 AT DI6BB NG LR TH - 72,
( Tvi-6. (3) ATHREMEEEE ] OHEZSH)

FFHEeEER LT FLILE L OEYEFEIZRIF T HE

B 7R (n=8) | EENITH#REREE (n=8)
Coax_(pg/mL) 1.89 (20) 1.92 (48)
AUC;,; (agehr/mL) 15.24 (36) 15. 06 (43)
Ty (hr) 2.0 (0.6-2.1) 1.5 (1.0-2.0)
tie (hr) 7.2142.10 5.45+1. 57

Toax + HHAE HPH) . t10 : FAFIELARER S, € OMO/NT A =2 B TEIE (CV9%)
HE OPHRERR B 2R & U BRRBRIT M L T Zau,

) AFNOKBSNTHELOCHEIX, OSFa ey KXy 7)) @i, AR 12 L B2 oK E
40kg LA ED/NRIZIE, == FLbELE LT 1[E 300mg VY R E/LE LT 1[E 100mg %
FFFIZ 1 H 2[F, 5 HRROHE G THDH, (XFrEY RNy 7 600, /NF 1y K3y 7 300)
BHE . ALY 6 kLl O RE 40kg LA EO/NRIZIX, =/v~ R L L EJL 300mg XNV R B
JL100mg % 1 H 2 [, 6 LA B> IKE 20kg LL L 40kg KGO /NRIZIE, =~ hLvEL
150mg 2 O'Y R E/L 100mg 2 1 H 20, 5 HEEO&EEGTH 5,

(3) MNREE
6 mLL B RE 20kg LLED/NEBZE 68 fHillc=/L~ F LLEIL 150mg X% 300mg 2V FFEL
100mg BFA T T 1 H 2 E LT & x03EyEe4 i L7 ONEAT—%) .
FHEE SR BNHE T 7L M OV OIRE S 2 VT, 6 mLA LA E 20kg BLED/NEBE IS
L CHESEFE - HETARIZHRE Lz & 2OEFIREROME =L~ N LV ELORE & HE
ELTZEZA, FADMER =L~ F L L ENLOIRER S RERREIC/RD EHEE S, TV
-6. (7) /NRZE ] OEBR)

AN HESEFE - FBA 5 HEEG L & D=L~ h LV E LV ORYEIRE T A — X OHEEME

*qu:é);ﬁ ?ﬁ * )EH% Cmax AUCtau Cmin
A fin RE (=1~ bhLE (pg/mL) ¥ (ug-hr/mL) ¥ (ug/mL) *
L/ M FENL)
3.84 34.0 1.76
40kg VL 300mg/ 100
12 B2 - g mg/100mg (1.82, 8.38) (12.6, 89.3) | (0.40, 6.45)
18 Ry 20kg LA I 3.91 34.3 1.74
A gt 150mg/100mg
40kg ATl (1.85, 8.22) (12.3, 88.1) (0. 38, 6.40)
6 mk Ll I | 40kg VLI 300mg/100mg 4. 38 39.3 2.07
12 3 AT (2. 02, 9.27) (14.1, 100) 0. 46, 7.30)
20kg LI 4,61 40. 6 2,08
: 150mg/100mg
40kg ATl (2.20, 9.90) (14.8, 106) (0.43, 7.70)

a) RHEMEMERET T V&2 W CHER 5000 MDY I 2 b—ra U EFEE Lz
b) MAEHE (10 S—k L Z AL, 90 N—FE L Z A L)
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RH 20kg At D/NR A5G & U7z R RERBR 1T I L Ty,

) AFIOEKBSINIZAEROHEZ, (SFr bty RNy 7) dE, BAKRK 12 5oL B oK E
40kg L ED/NRIZIE, =y~ b LbELE LT LA 300mg KON R ELE LT LA 100mg &
RIRFIZ 1 H 2], 5 HRRO#E G THDH, (XFrE Yy R2Vy 7 600, /SF a2ty KXy 7 300)
B AR 6 L B oK E 40kg UL Eo/NRIZIE, =< ML L EJL 300mg XYY R E
JL 100mg Z 1 H 2 [Fl, 6 mlh B2 DR 20kg LA | 40kg Rfmo/NEIZIEX, =1~ ML en
150mg KXY R E/L 100mg 2 1 A 20, 5 AMEAKETH D,

1. £tk
AR L
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VIII.

et (FALDIESF) 1Y HEE

. BEERNRLZTDER

REEN TV

2. R

REEZDEH

2. B (ROBHIZIEFEBEELLZWIE)

2.1 RAIO S kE U BUE O BRI O & 2 B3

2.2 ROFER2HKGHOBE =L N 72 o BAWKHRBIE, 7TELV=E 0 VAP LZ
ARFYIN-TELV=VUEY, =TV L) TIFXa G R, ~7) AR
W, 7 VA= NI, 7 a X7 o ) VR, X = UK, ) N —a Yo
Fh7ven, THEVYUERE, R/nRAR) . vF vy =7 VT T7Fr TR
TV VTV RVEREE, BBV R, ARLIH U R XU RSty MERE, AL
J LXK, mv X I AEARRE c K T A A TR EALT T
TAIA RN LA UEE, Ve Ruo I I U AUARBE, AFLT I XA N oL
AV, TRV ANT TR, VANT T 4N = (LATA) | H
BT T 40 (T RINVA) | T UH - BETT )b, N)IVT 7 4 WIRERRE KT, v
SHERAVUEREE, ~ B AT, XX NI T A (B3 UTEEEOEME Y o % H i
UNY U ERMEY B2 ET) OFEEEE) | T EANL /eI BT UL
AR T A, TIVTERRERE, NITYIA IEYTA, R aFr S —, ToLE
K, IANRTEE Y, To=h Ay, FRAT 2= 2 F N AR, 7<) /3L EH—
by AR TZ— R NEALW) » T )NV EX—L VT VY YL IR BAF
7A RXY Y (St. John s Wort, B b« Ya—r X U—§) GRN [10.1 BH]

2.3 BHERE IS REREE DO H HBE T, e F U ARG ORE [9.2.1, 9.3. 1, 10. 2 B[]

<figsn >
2.1 AENIDRLA Sk UBEUE DBEERE D & 2 FHrA~DORFN O G IT8ET 5 2 Ly AFOEEIZ L Vi

BOEER 2 BT D ARt b 5, (TIV-2. (1) ARy (EPERKSY) O& 8RR OEINA O
M)

2.2 AAFL CYP3A FHEKCTH S Z L5, PEAHIC LV 312 CYP3A 12 X 0 {RE X 2 S5 o i s

NEF L, EERIIEMAEREZRIET L) hELE2R_ITBENH D, £z, AFNTHRN
CYP3A FMEAR L JEfHT 5 2 & T, fitf=/L~ F LV EVEENRZE L KT L, AFIOA DD
FTTHBENRDDH, ZNHEZBEL, [EEMELZRE LT,

RITZBARY

(R aARY ] (WRGE4 VT HRRAD TR T.9ng,/ RERIERA 1) OEFIRILD T2.
sl 11001 EHEER) XY MFEAGERA (RFry ) BEflShi-Z L a7,
2025 £ 4 AIZAKOEBEFIRLIZBNTY R7axRY ) 2B LEEWMEAITY 2L
2o 7ok, AUGTIZTHAFERBFIEOE IR EDELSZHIE LIZWETTH 5.
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TUPNLE IR

AFH D CCDS (Company Core Data Sheet : RFEHET —X v — b)) DUGETSh, KFlE (=4
B IR (IRFEL - A 7 AX o V8E 40mg, [F 80mg,/ 7 AT T A M) o HICET 5
R ANER Sz,

MNTATECE N E S RS AR B IC BV T, AAlE T=o P r % 2 K ORI 53K
%%%?mﬁ%%LOWTﬂﬁﬁﬁbhwﬁﬁ%ﬁ@ﬁﬁ%%ﬁbtﬁ%\ﬁﬂkl/ﬁwﬁ\
FofFHIC A MLV EAKEONY R EAOMPRENMET L, St A NV AEROER
%mﬁMﬁ®x%hﬁ&é*&ﬁ% FH EOEEAZWETT 5 2 &0 EY) &OHIlr S v, WEN T
HEiiz, 2025 4 HicZhiciox 2. 85 110.1 §FA%E] oI =29 a I R
PBRRLERMEZITY) L& LT,

- . nF Ty =T XY Ry MEEBE, AL LYy hAKFIE TR
2 HTT 4 NORMLEICBNT, AElE2ET Y b EAEERAINIFHZERICERE S L TW
D EmD, 2026 42 AIZ 2B IR E ORISR E LT,

2.3 AHID CYP3A Z#FEET A Z LI L a )Lt FoOEEN FH L, B INTHEEERE ICEHE

l:l

RATAMITERZ KET RO REREEZTBENDNH D T20ORE LT,

CCDS : FE DA LEFE LA T HERICEHEL LTV O RBFRICETH D, LaEMEFRIINA T,

Bhe « AR, WL - R, LR ORI 2 2 OtmoERAEEN TV D, Ak,
ROz EMEEREERM, FHE L. BHTOEHRPRKM S D K D ITERBET S5,

3. MREXIIMMRICEET HTE L& ZTNER

[V-2. EEXIIZNRICBEET HEE] 22RT5Z &,

4 RERUVAEICEEYT HIEEZTDER

(V-4 MEXROCHEICEETZEER] 22RT52L,

5. EEREXRIE L ZDER

8. EEGEAAMIE

AFNIOFR A EMEAER 2 24 2 kw%étb fRFEF DTN TOHFZ MRS D L,
£l AFITIHREPIH MO IR 2 R4 256, FRNHRT 5 L 5 8IS 5 2
L. [10., 16.7.1 2]

< fian >
AHNIOFH AR OOFHEB ORI N EEFET 27 OFEEMRE & L CAREZRE LT,
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6. RENEREHIHBEHICHTIIRE
(1) BHtE - BEEFOHLEE

9.1 BHHE - BMERZEOHLEE

9.1.1 HIV &gEE
(D AFNTY b FEerZgicizd, RIBEXTa > bo—/LRRO HIV YL EE IC#E L2E
&, HIV 707 7 —PIEANC G D2 A U 5 AR B 5.
QU N FEAXIFaE L RAZ Y NEateht HIV EEE AR 20T 58548, U M ELOH
BHEIIAETH D,

< i >

9.1.1

(1) U MFENZHIV-1 o7 7 —EBEAITH D720, RIGEXIL=a > ba— /L AREO HIV &
BT L72BRIC HIV e 7 7 —BIHEAICS T e G T 2820035 2 Lo
LRXE Lo,

(2) YN CYP3AML [HEITH DA 7 3 —L & O E/ERRER (C4671015 #ER) 2B
T, [FIUHRW CYP3M HEHKTHD ) F e iFabe v 2¥ v FEFHALESAIC=L~ b
LVEV/ Y M FELVOHEREIEMLEL T LD AUC OEINEIRD biehoToZ Lk,
REAERE LT,

(2) BHREEESRE

9.2 BHmEEERE
9.2.1 BHEBZEOHSEET,. JLEFUEREIOERE
BHLRNZ L, aeFrOMPRER ERT2BENSHD, [2.3, 10.2 8]
022 hEENEREBEOHIEE (ALEFUERSHOBEEER )
A2 hUAEARBELTERETAZ L, =~ ML A EADOMPEEN ERT5EBF0
Ho, [7.2, 14.1.1, 14.2.1, 16.6.1 B#]
9.2.3 EENBHREBEOHLEE (QLEFUERSTOBREER)
BGIEHERE L2y, =L~ MLV ELOMHRRED ERT 508, BRARHER RIS Sh T
2y, (7.2, 16.6.1 &)

THREER - XFr By by T DI
< i >
9.2.1 AHIN CYP3A Z#HETHZ LKV a e F o OREN EF L, B¥EREREICEE
SATEMICERE RIFT IO BRFERER I TBENNH D20 E LTz,
9.2.2-9.2.3 BHEREREERER (C4671011 FABR) 7B LT PK OFERICHKSE | PEE X TEE
DEMREREDH L BEFEOHEAZRE L, ( [VI-10. (1) BHEEREERE] OHESR)
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BrREEEER (C4671011 FHER) M oR/FoON-BEHERZTOEREMNDAFOPK RVUHERE

R REIE E DR == kL A b [iﬂ// A
HEDEH &
% T AUC 24%., T Cuu 30% 300/100 mg BID
rh 45 T AUC 87%., T C,., 38% 150/100 mg BID
HE T AUC 204%. T Cu 48% |BEEIZR G- RIIMEE L TRV,
a) FEMEMEIZ T D% B0 B AL, BT Coax & AUC e DELZ R L TN D

(3) FrRElEERSE

9.3 FFHkeElEEEE

9.3.1 FHEEEEDHLHEET. ANLEFUERETDOEE
BHELARNWZ L, 2 e FrOmPREN ERTHBERNH 5.

9.3.2 Ik iEEENDHSEE (ALEFUEREDOEEER)
U b E TR SN A0, BV TEEN T A BEN B D, 2. T
VAT IF—POLEFEGH LTS BT IR ELME ST 82NN D 5,

[2.3. 10.2 &M]

<fiRgn >

9.3.1 AHIA CYP3A ZMAETHZLICXV a/LbF o OEEN LR L, ITHEEERE ICEE,
MITAEMIZERE RIFT L O RFREEZTBENRH DT OFRTE L,
9.3.2 U MFENMTIFICHIBETRPFIND 72O, BWIMLHFRENRRT I BZNANHY ., hT X

TIFT—BOLEHEZEHFL TV DEE CIIFSEREEZIEI Y8R H D720, [EE
e LTHRE L,

(4) £JEREEHT 2%

AE STV
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(5) BE4E

9.5 1EHF

B0 XAFHEHRE L TV D RIREMED & 5 PRI, TRE EOF RN EMEE LRl S Ll s s
BICDOBBEET L, IRV~ LA EALZEEG LI ERICBW T, BRRSE
2 (AUC) D 11 fFIZHYS T2 HETHIBEREOELNEBD LN TWE, 72, HIET v M2V
NP ELERE LI ERICIBW T, BERAWE L TRIEA~BITT 2 2 ERMESRTNE 9,

< i >

HmERReE Liz=r~< LA /) M FELORRKRRRIIER ST LT, EmIIkd 5%
APEITREST STV Ry,

BEHR 7 X OER D O FEOPASHE COMM EHR 7 B ~4T4R 19 A) I2=/L~ b L L EJL 100,

300 31X 1000mg/kg/ H % 542 X D 0F-4E 7 X K OWE « JEVE DI EA~DFEN N TK 2 7F4f L 7234
BrAa S LTRSS, =/~ MLV EAERGICERE L2 B O TITE O biLd ., RIEAEOKT
CeHRERED 0.91 %) 78 1000mg/kg/H [k M=/~ kL /L EL/Y FFEJL (300/100mg BID) #%
HEEDO TAEZID Craxy OV AUC, (KT LT 24 RN 11 fEDRFEE] THROLNTZ, =LA~ hLb
E AR GBI U7 R EM OFIRRET A, PR E OB 8T A —X | JRIAETFERIE NI IR D4b 2,
WM VB~ DRBITFEO b otz ((TIX-2. (6) A5EFAEMRER OHSM)

R Y=~ LA ELEEG L2 EZRIZBW T, BREEE (AUC) @ 10 fFICFEY% 425 H
BECHREEEORDPEO SN TV D FEitd L THEEMEZIT-> T\,

A, FIHFTRE R ERIRRER O 7 — & Z FIW T RIEASEMBIREE 7 /L AN B S, £ D AUC OfEICEE
SX ., KA CCDS (Company Core Data Sheet : REFEET — 4% v — 1) IZBWTRELN T H S
iz, AR CCDS DETZEEE 2. 2024 42 5 AIZAFE FIRSCOBFELZ 10 5000 11 fFI2EH L
77

(6) #=FLim

9.6 =ELIF
BIR EOFIWMER ORISR BOARMEEZZE L, ALK UITIEZ BT 52 L, =L~
MLV EJL 300mg & U b EUL 100mg fFF T C 3 BIEEE L7RRZ, BEFLFICBATT 5 2 &R
DOENTEY, =L~ L EALKRRY M FELORFLEOMAED AUC H (BEFL/IE) 132
AVEA0.26 L TV0.07 Tholo, FHxFFLIEE G- & RID) 1L, ZNZE 1.8% & TN0.2% THh
o7 BEAT—H)

<R >
@%&ﬂ%%ﬁ%kbt%%@%ﬁ%T BNZHONT, AKID CCDS 1B ENT=Z &6, CCDS
BAEZELD . 2024 4 12 I8 LT,
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<BE > LI & x5 b LT KB

R IG 2 RIC =/~ L EL /Y e L% 1 B 2[E (BID) RIER D 51% OREFLH~
DIy EA TN L7 IEE R, e & 17 o7,

R 22l 8 fHllc, =/~ R L L EIL,/ U FFEIL 300/100mg BID 2 3 [E (8 1 H B 0#EiBhis &
O% 2 HEOF]) #5 L, REICiERES X ORBIRIEZ R LT,

BAF =1L~ LILELED 1 Hb-Y OLMEEEIL 0. 752mg Th Y. FHEIZEGEENn-=1
< FLLELD 1 AHE600mg (300mg BID) @ 0.13% TH 7=, REALKLOUMLIED AUC,,, bt (BEHL
JIME) 130,26 TH o7z, FHMBEFREE, AUC,, bt (BFEL/MAE) 36 X OVFLIE O R REFLIB L
B (150mL/kg/day) (2FE3< & % | HIERANEERTAEKREY -0 0 1 HHRIZHK 0. 160mg/kg/day T
b FERPILIEER SR (RID) 13K 1.8% Th o7z,

ALY N FELED 1 HHZY ORAEHMEIL 0.027Ing TH Y, FHERICHR S Sh7=) hEL
@ 1 H A& 200mg (100mg BID) @ 0.014% T -7z, REFLLONMLIED AUC,,, b (BE3L /i) 1%
0.07 Thote, FHMMPEFRRE, AUC,, b (FFFL/4E) 6 X OH IR OEERN RFLERE
(150mL/kg/day) 1ZH2< &, LIRS EIT 2K Y720 o 1 HH&EIL 0. 0057mg/kg/day TH Y |
RID 1% 0.2% CH > 7,

== hLAEALBIONY FFEILORID 1L, National Institutes of Health (NIH) O HYUE
(10%AK0M) 12HS< L3 | WP b i Le Lt Ex bhl-,
R IISIC L=~ F LV EL U M EVTBRBDRE R TR AN EEZ R LT,

<HBESHRILER 58 (relative infant dose: RID) ¥
RID X, WA CTEEAEIND,

i (o = TUEABRES LT RN 0 L A (e
’ B ~ORES 70 0 | F IR (ng/ke/day)

National Institutes of Health (NIH) OFFREEUEIZBWT, 1FE A EDOFE WL, RID 23 10% K7
BRI 22 4, 10%~25% T TEE A HE, 5% BRIIFR TERWVEEXZ LN TV,

(1 MR

9.7 MR

(RFrEy Ky 7)

INRAE A kG L U T2 BRREREBRI I L Cunvievy, [16.6.3 ]

(Fo bty K%y 7 600, SFaty K8y 7 300)

6 kAT D/ NS R OVEHEREREE D H 5 6 Ll B DR 40kg R O/NREZ RS L U2 R
BRI L TRy,

< figdn >
6 kAT D /N K OV HEREREE D B D 6 mLL B IR 40kg R O/NE A6 G & U BRI
ITEE L TN E LT,
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(8) SknE
BRE SN TV

1. HHEERA

10. t#HE/EH

AL CYP3A Z58< PFLE L, /2. P-gp 2LET D, =/~ FLLVEL KLY FF EJLIE CYP3A
OHEETH 5, MOFEF EOHEAERIT, FTHERT X TOMAARDLEIZOVW TR SN TV
DI TIERVO T, SFRHICEL CTHAEICEE L CEEICRGT52 L, [8.,16.7.1, 16.7.2
Z ]

< fi@sn >
AKFND CCDS \ZAFN N P-gp ZMHET D ENBREENTZZ L0 b, 2024 4F 5 HICARREFEHRLIZHIB
FLLCHEEMLAZTTH) Z & & Lz,
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M4 E AR REAR - HE 1A B - SRR 1
T M) T X RALKEREE AEENR, MRS, MRS, | AFIOF 7 r—L4
(LR 7 ) INHIANC X 2 EE R T | P450 23T D HA
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oF7 =7
(IF7 1)
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(2a754)
=0y RN ) INS
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VARG 11731
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AR FH R
(~L Y 5T)
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(7 VT73V)
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D2 =i = I SN Q1 51
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H
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(LARFF)
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(7 KL h)

CUT VR e BT T 4L
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(LERT)

0 XY RA VR

(¥ 7 AZE v R)

[2.2 B ]

~RH LT < NNH LT O b

(B LA A R) FLDRED) Z7NEED

(2.2 Z] BENDH D,

RE LT TTA RN T AOFFLEE | AFID CYPIAIZIIT

(FF3 ST EERME D18 M Y v /3
I (Y o oSERME D R EE
i) o )
(R L7 RH)

TEYEDBME Y v /3 A fLsE ()
U L NERIEY Nl S Te) O
JH BT S AR A & OF L7z
St NG A EE (R O R

LR T T TR
DR & BEA RIS
BHET S0 EE
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(2.2 Z/] HBIND2BLINDEH 5.
T ERSL it B O LI I N | AFIOF b7 m— A

QW N B
ruT7 BT Y 7L

(A RY)
TAK T A
(—m )

T T B R AR
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IR B 28 KE 2 b5
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N)T YT A

(~vF V)

XY T A

(RVIHh, A7)
[2.2, 16.7.2 ]

AU afy—nu

AU 3F ) — LD i R

KENDOF k7 m— A

(74 7= R) BFLELEORENDH DD T | P50 OFEEMIC

[2.2 2] PR LNz &, rIabmeEZL
nTunsg,

ToOLHE IR T E I ROIMAREN E | ARFIH CYP3AIZ XK D

(T—1U—%4) AU, BWERBERINBZ | 2 b o FEF oK

[2.2 2MH] nnds, HWEBAICHE
Fo AFOMARERRAT | 75720,

LHZET MU ANAER DM
Rt OBENN D D,
AFHI7H B CYP3A PLEMEH D7
WIRAI~DORBEEBEST D 2
L, RULEGTOHT HBRIC
X, 7oV 2 ROEEZEE
THELHI, BEORRERZE
EICBIZ L., RIEHOFRBOA
O F DWW+ EE T
5k,

F7o. 2B OIA
M CYP3A % #5EH4 5
7=,

VN0 g il V4
(27 k=)L)
[2.2. 16.7.2 ]

H IR BE L O [ R
LRI DBENDEDD, T,
A O 1 R EE AT 5 2
LT HIYA NV AER OIS
MR OB ZENRH 5,

TJxz= AV

(EX Y h—L, TLETF V)
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s o EA D
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DRENIKTFT 5
BENWRDH D,
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2T uA Kilzeg#ks LiGe
L RREDIER D B & i 5 AgENE
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&7 v NAKFY)

ZIUBHAIOMm RN ER- L, &
FRRIVER DI FEL U= fE R § s
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OF FHEE O 1 i FE J OMIF 3R &
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1752,
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A
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i E A I I E
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INT77 Uy h TINT 7 ) o OMHREICEL | TR EERE O
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Uy,
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nhRdH s,

T BIEAIA CYP3A
BT DA DR
WAEHEESNICHE
TAHEEDEEZD
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HsNa BRI Z L 0 ARFI D AUC A3 | M A
LBENNID D,

VRTVv AFNEDPRIZED S RT Vv | KN T T a
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FERMIF TS EA O M FREMET T | WD,

S TafgEr v LDBENID D,
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VA 77 bk

VAT /T N oM s bR
TLHEBENRD D, KEIEOH
HANVERGEIL, BEORE
ICHEE L, BT v
TT7 NOWEREZESTH L,

AHK|D CYPIAL KO
CYP3A FHFEIZE D U A
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VAME TS,
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EITHREFEETH L,
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&
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777 F=T DM EEN LS
L., BIEARFE LT 8D
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=T ERIEENT 7y F =TS
BIEEGTHZ L,

BEHRNT T X T — b AH
VAV RN
[16.7.2 &M]

XA T O PEEN 5
L., HifLV A7 RN ERTHEZ
nnbdsn, KE AT 54
X, XEH F I DOEEYEE
T5HZ L,

AHF|D P-gp FHEE
HAickzsbolE
ZHILTWD,

O ANARZF TV 7 A
[16.7.2 &H]

0 ARNAKF O
AT HrEBFNNH 5,

AF D OATP1B1 fH=E
ER 2B S L Tw
HARENED N B B

TV AT LUENKFY - BT L
2 A )

TV HTFLVEALRRET L&
AENLVOMFREN EFAT DR
ENRH D,

AFH 7> P-gp X 13 BCRP
FEERIZE DS D
LEZLND,

N7V R UMERR

7Y RromPgENER
L. B, OFEWV, KIMILE, S
ERZTHREENH DD T, K
AEPERT 2561, BEOR
BIZEREL, LEIZSCTHNT
RO EEEEZEETDHZ
k.
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57 Rrofk
B E AR E
ToHEHEEZS
T3,

FOMOHIY 7 a s 7 —PlEK
e =X ) — LA

Yiriy

=3

B EF O M P EE N ERT
HBENND B,

A KA CYP3A 12 &
DI IEE DR
B A A I E

A= ~JtnsoMPEENERT | T EEXDL
LBENNID D, NTW5H,
=R =l N VYW 73 7t K7 LOIEERE O | AFK D CYP3A FLE(E
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T E RPN TEXV N OMAPEREN EF | AFIO CYP3AL O
L, iU 27 R EFFT258% | Pgp FREEAIC L
e sH, REEPFRAT 256 | 0. BHOMRBED
X7 XA OBEREIZS | AR ET S -
THEZEZEETLZ L, BRE | O EEXLLN T
DA ML fERE %2 525K | .

L. AL OO & & 2
BV WEFITIIFH L2
L,

TR B — ) TR B — )V OIGVERGEY | TR
O HIRENKT U, EH
T DHBENND D,

AR D AN E N AR 72

<figEa >
AFNT CYP3A ZLE P CYPSA §5EAI% LAHAAEH 2 2 mIREtEns v . 2 b o385 & fF
152 L TRWEHORESRROWEI DB L NN H D12 DRIE LT,

YruARY . Hra ) LA KT

A7 aARY VR OZ 7 v ) NAKYEEOFRHIZET 2 AKX EE N7 7 A F—H%&
EMERT — X X— ADREFIHRE EZPE LI RICESE . AFIO CCDS 12T A/ L7 a R
RU P ROE 7 v ) WA KFYE ORI 2EEMRENKET S22 &b, 2023 4F 10 A
T uARY ROE v ) NZKIMWIZEET 5 TERARSEIR - FiE 515 oft#z L,

0 ANREF TN T A

0 ANREF b QI EAERRERT — Z B3ARFD CCDS ITIBFL S, AAIE FH L7=5EIcm
AR F o OB RN 5 F 72 B A28 0ATPIBL PHETH 5 Z L AR S N7- 2 & 725, CCDS
L DIEZELY | 2024 4 12 I TARKID OATPIBI FHEMEH G- L CTWAH RTREME N S 5 | L 50
L7z,

TR E ) — )L
AHKID CCDS WELRET S, AF| & [T R 2 —)v ) OFFRHICEET 2 EEME 23850 S 472, CCDS
EDOFEEEID . 2025 44 A1 110.2 PFHER)] OB [T AR Y —)b ) ZEfL L, EEMR)
EEITHOZ &L LT,
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8. BIEA

11. B4R
WOBIWERMNS LoD Z ENH DD T, BELTMITITV., BERED LN EAIITRS
IR A7 S EEITO 2 &,

(1) EXGEIER & DHER

1.1 EXGEMER

11.1.1 FPegaefEE (B AH)

11.1.2 hEMRRIRFEMARIE (Toxic Epidermal Necrolysis: TEN) | B2 i§#ERARSE 1% (Stevens—
Johnson fEM&EE) (W h b BHEAE)

1.3 7F745%0— (BUERY)

<SR >

11.1.1 U FFEAEZRELFEETH NI AT I F—F L. HFREEOEIENRD L&D
WMEDNDHDLZEND, KEARE LT, 72k, EESILFES T/ IFARER (C4671005 (EPIC-HR)
B) IZkBWnWT, =4~ MLV ELKERNY NFEASHBETTY 7=07 ) F 70 A7 27 —8
(ALT) 4B T ANTG XTI ) 8T A7 =7 —8 (AST) IR H 5TV 5,

11. 1.2 U M eAE#E U BE CHEM R FESERARE & O AR E 2 23 38 Bl L 7= & Ot
ENBH b, RAEZERELL,

11.1.3 REETF 7 4 7% — L OREBMRNEE TE A WEN L OMEIMEFINER L- 2 &
b, AEHERE LT,

VIII. 24t (fEH EodrEss) 1+ 4HEAE 52



[EFIBEE ]
cTF T4 TR —

B2E - El1ER
X—T £
ax | TR | msum EBRUNE
5B COVID-19 =)<k TFI7 47X —vavy
60 kAt | T LeL | EiE
300mg/ Y
Fren | HEEBEA AR OEE &G LT,
100mg #E2HH B, BRENENIRL o,
4 A 54 HH ZERRS N RHL LT,
l ¥eh5 5 B H(PIER) 2RSS LE RSB A ISR =N, ZOMmoEsy
ik K LTz, S0 2% LOMBRIRERD, 7V F L
VFr e JUvy s VATA VAR, d&-7evT
=TIV LAV VU SVIR. 7 RS
CVEEELIEOL, R~ LT,
ik 9 A HRIZ D LI - Tz,
Hiik 10 H# JBEE L7,
ERRBRERE
BR4A H 2HH 4HH FIkA Hik9 Hfg | k10 AR
k4 (/min) 81
I (°C) 36.5
1L (mmHg) 117/59
RBC (x10%/ 1) 4. 67
CRP (mg/dl) 4.31
WBC (x10%/ 1) 7.7
PLT (%) 15.6
AST (IU/L) 18
ALT (TU/L) 18
ME UL E YV (ng/dl) 0.5
vy —GPT (1U/L) 32
AL-P (IU/L) 56
TIVT 2 (g/dl) 3.2
7 VT F = (ng/dl) 1.51
eGFR (mL./min) 37

DEFABEERSEE - 7 A DB L LR
ORISR : A N T —WlEAE, VY 7V VK, RV v A ULk
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(2) ZDHthDEI1ER

11.2 DO D EI1EH
1%L 5% AT 1% A0l HE A
W HE ZEIB, O REE, A
BE, MEMERPORS, (g
P i
TR TR B RN FEME D £V FHIFE
Jiii=gie NS
H Rk T - R Bl EM, EER | I8
B, HEEERE
&
JH R R B ALT B AST E5
B 6 K OVEE R R b 395
B 5 S R OV B R e 2 L]
—f - EHEEELY T E R
FGHAL O IR AR
<t >

RS IR S I/ MAHRER  (C4671005 (EPIC-HR) #ER A ON C4671026 585R) Tl - RITERA I
SE, KEZHRE L,

F 7o, BBUEREFEROHREEF OEMRMICI-S &, CCDS (Company Core Data Sheet : {E3EH
BF—2y—F) YIOBEENENER E L GERENZZ E0v5, 2022 4E 6 A2 NBEBEUE] O
Rk Uiz, F7z. CCDSIZHEYR., MBEVEAREIER & L GBS &b, 202249 HiZ THE
) MBEER 2B L7, FIC, BRRBRICEB O CHROBIEMAZ® 511 TH Y . CCDS |ZHHFH
NEHENTWAZ Enb ., 202348 AiC M98 2B L7,
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SEBHEIRCHEHEER VBRREERE -8
[ERS LR 55 I/ AR #RER  (C4671005 (EPIC-HR) #R%k : 2021 4F 12 H 11 BT —# U > v A7) TRODL

A-RIER
—Ex
BIlVEFH o fiE BIVE I FBUE B (%)
BEIERAE (N=1109) 86 (7.8)
PR R 55 (5.0)
R4 53 (4.8)
FEIMESD E W 2 (0.2)
BIEE 1 (0.1)
LT BE R 1 (0.1)
H IR 31 (2.8)
T - R 15 (1.4)
B 8 (0.7)
Mg it 6 (0.5)
LR 5 (0.5)
H A i P R 2 (0.2)
RS 1 (0.1)
mRal S 1 (0.1)
NS 1 (0.1)
TR 1 (0.1)
JHFRATE SRR 5 (0.5)
ALT B& 5 (0.5)
AST L5 4 (0.4)
B e OV T R Rk R o5 4 (0.4)
595 2 (0.2)
JHERE 1 (0.1)
B &I 1 (0.1)
W, B K ONE R P 3 (0.3)
Loo< b 1 (0.1)
J R AR R 1 (0.1)
W% AR 1 (0.1)
M R BE R 1 (0.1)
B AS SR B OV A i e 5 2 (0.2)
0 PO 2 (0.2)
oy AR 2 (0.2)
1 A BRI A L P 1 (0.1)
. F PR AR A LR N 1 (0.1)
MR OV o 7R EE 1 (0.1)
IEHALE Y b VR T T AT UIGRE R 1 (0.1)
B Ok b 1 (0.1)
[ETHAPE D F U 1 (0.1)
O 1 (0.1)
EUllEs 1 (0.1)
B 1 (0.1)
Rz 1 (0.1)
R R O aR fEE 1 (0.1)
BARRER 1 (0.1)
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9. RARBRERRICRIZIHE
PREZ LTV

10. B=%5
PRE I LTV

. BRLDIE

14, BRLDIEE

14.1 EFFRRBOIE
(REFmEbY Ry Y)

14.1.1 v—F 1 i@ - HEO 1 B2y FIROY 5O 2 [14y) =)L~ b LILELEE
Gtase) ROV Frende G2 NEEnD, PEEOBKERSEBE o2 Ak -
RENLT SNEHE, SILOY FORASENENND, =~ FLIVEAE2 DI D |
BEARVRE . BYBRWEATCER O — L 280 i Tasfr+ 5 2 &, [7.2,9.2.2 ]
OFa by R%w 7 600, 2%Fa by K%y 7 300)

14.1.1 fRA KON 6 ik Lh DR E 40kg LU EO/NRO OB FERERE E B, WO 6 Ll
MORE 20kg LA _E 40kg ARG O/NRICK LTI fF vy Koy 7 300 #3340 5 2 &, [7.2,
9.2.2 B

14.2 FERIRFBEOZE
(RF¥Fmby KRy 7)

14.2.1 > —bF 1&IZIZ 1T B GRS FO 2[E45) NEENDH 20, 1 EICIRHT & 884 %
BEVHET 52 &, o, PHEEOBEREREDE T2 ik - HENLT Sh-EBEIC
X — D AREREAINRI N TS Z EE2HAT 28, [7.2, 9.2.2 B8]

O%Fa by K% 7 600, 2%F by K%y 7 300)

14.2.1 >— M 1AQIE 1 By AR Fo 21[0455) BNEaEnbdizH, 1ENCRAT & 884 %
BEIHEET 52 L,

(RFaby RRy7) EOY Fa bty RNy 7 600, SFa by K23y 27 300)

14.2.2 PTP @l2EDFANL PTP o — b OBV L CIRHAT D L 5 HEET 52 L, PTP v — hOi&
RIZ X0 BOBUAE A BEREA~RIA L, B3z 2 U CHERIAR S O EE 2 A 0HE
BT END D,

< it >

14. 1.1 ARAB O 6 mflh B DR HE 40kg LA E D/ O R B RSRERE F B . I ONT 6 2L Lo
IR 20kg LA _E 40kg Rl O/NRICHRE L CTidoiFm By Ry 7 300 A S5 K ) R4
BHI2DFRTE LTz,

14.2. 1 AFNL 2 FEOSER Z AT CTIRAT2IHEATH L7720, @EUILTIh5 L5 HEE
Wagd 95 ko, AHEZRE LT,

14. 2.2 AAIOWOIEFREIL PTP (2 TH D720, THRCHZEFEIC IS < EEH IS SCEE O ER
(272> TD QA ICHOWT (CERL 3145 1 H 17 BAHT HEEFRE 54 5) QA4 (23, AIH
FIRE LT,
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12. Z00FE

(1) ERERERAICE D < 1ER
BE ST

(2) FEBGEREAERICED < 1B
REESH TR
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IX. FFEREREAERICEE Y HTHE

1. EEHER

(1) ZEHEEBAER
VI 3Eh3EBRICBA T A HE | OISR

(2) REMEERAER
=)< kLB
=)= b LV EV % Wistar Han 7 v MZHBERE O G UIZBROMRBERE & Ol RE 264 2 1F
Ze i L 7=
FEASRE ORI CIX, K6 BIOMET » b0 B2 5 3EHCZENREN 0 AR : 2% (v/v) BRI Y
— k80 K Tr0.5% (w/v) AF/LE/Lm—2R 4000cps & Teffizk] . 60 Xik 1000mg/kg D=/~ k
LVENLERAOKREG LTz, =/~ LV EIR 15%D MIBE 2583 5720, 6 IORET »~
HRDLBEERIEH T, =~ LA LOEHAER L FEO MTBE (150mg/kg) % WRIN L 7= I %
5 U C MTBE D528 % 314l U7z, &5 1 W14 12 FOB 34 4 5266 L. £ DEHZIC 60 43R E &R
B R IEEh Bl E & 9hE L 7=,
JFERE DR TliX, 6 BIOHET v "B 725 4 BECZENZEI 0 (FABERHFR) . 0 (MTBE %FHR) | 60
1% 1000mg/kg D =/L~ h LV ENLEROFLG LT, 5% 6 Rifflicbizv &y L 2AFE7 5
7 4 VT B, IR OV R s s A JE LT,
FOB /X A —#|Z 1000mg/kg £ TH =)L~ b LILENLDEEITZHD SR> T, 5%&‘%@%0)@
i i, WAL L e L C, =L~ b LV EJL®D 1000mg/kg BE TR O &0 5 43I
L@%@Iwﬁﬁ®ﬁ9# FEAm AR O et D 30 43 W_mIﬁﬁﬁoﬁﬁ$%®IwEﬁ®%m
SR B,
ww DOFHETIX, =/~ LIV ELD 1000mg/kg BET., #5540 5755 160 45 O RN IR
ﬁk%@bfﬁ&@&@ﬂﬁ@ BN LT,
MTBE %fREHE (150mg/kg MTBE) (233U Tk, FOB, H3&EEhE X IIFEN /85 A —Z |2 MIBE |2 &k 558
HEIIFRD L2 o T,
Z v MRV 14 BRIBG-FERBRORER 1 B2 D HEORIEE Cu 125 < & 1000mg/kg K&
' 60mg/kg (NOEL) Z##5- L7zt ZOlgFEmEld, & MIREHAERZ G Lzt &n= 1~ L L E
IV DRIRIE Cpoxy DENEN 23 E X355 TH- T

DMIE R~ LT A7, —18OD in vitro, ex vivo XN in vivo ik % Fhi L7=, hERG

mﬁﬁfi\ﬁWVbVWtw%SmmMA@ﬁrﬁﬁﬁbtk% TRIBESRTREE (0.5 + 1. 2%)
kt@ibfbﬁ%ﬂﬂi%éﬁ%ﬁmmCﬁﬁ (p< 0.05) 72 hERG S (12.6 + 0.7%) 238D 5N
7275, 30umol/L Z i L7- & & ® hERG PHE (4.3 + 3.7%) 1IHEHIICHE TILRh > 7=, hERG
AV T LNEFRICKT D=/~ h LIV EALOBREER O 10 fIX5HE H L72R2y> 7223, 300umol/L (E
MIBEAEEZHRG Lt &D=/L~ M LLVELOIEELR C., @ 153 %) % LIS EHESH
Too BNEY MDRIH L2 T 7 RV ZEERLET LV TIEE, =/~ b LILEVE, BEH L7720
fﬂ@%&[%%lmmdﬂ(tbmﬁﬁ%%%&%tt&%m#%ﬁ@ngmﬁﬁ]’%mf
B EEE (+dP/dT, AT OVEENRETLE) X3 OME (PR, QRS X OQT k) ICHEMICHE &
&%m&&ﬁé&ﬁoto?y%#Eﬁﬁbtk@%ﬁﬁ®%$mowf?4y/nﬂx%%w
ToFH I, =4~ R LV EVIZ LY | KR & BRl U CREGHAIIC A B 2D IR BE AR A7 A 72 145 UG 41
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HIAZRD B2, 10 fEIE 50. 3pmol/L TH Y . ZDEEIL, & M=/~ L ENL/U hFENL
OIEFEHE (300/100mg 1 H 2[A]) #&EG LIzt &ED=1~ hL/LELDOIEFEER C, D 26 5T
Holz,

O R EVESREEERBR E LC, M L7 GLP @R b I L7z, ZORBR T, 7LV A R —
ZHEE U O R LI =0~ h LV EJLZ 0, 40 (20BID) XU 150 (75BID) mg/kg/H D
BT/ B AF—N—FT A AL VG L, FIEEGHK 24 RO > TEEW ) H.OME T
— X EfGl, =~ NLIVELE 40 (20BID) mg/kg/ H O ETROFEG Lz X, AIELWT
NONT A =2 HEITRD b o7, =/~ ML EL%E 150 (75BID) mg/kg/H D H &
THRE Lz & XX, LA O-14bpm F TOHRD BFEIE 51 0. 75~16. 00 REEIZFRO B, U
FEH . PEBES R OSERMLFE O F5- (e CT+ommHg) 23 W)[EIHE 5-4% 0. 75~5. 5 e (JE5E # £ o Zx)
K OWIaI$5-4% 7. 25~9. 00 FFHIZFE D b7z, FEl$&5-1% 0. 75~16. 00 KFfE]IZ RR FEIFR DL R (&
K T+o2msec) D3ia® HAL, FEER TLHEEBONALNT-Z & E—F L TWe, #IEE 5% 0. 75
~9. 00 BEIZ PR [EFE (+3msec) R ONQT IR (B K CT+l3msec) DIEENFED HAL, v, 048
BOWDITFE D “IRI72 A & B 2 Btz QTc FREICIX, PIEE 5% 7. 25~16. 00 BRI HEHE (-
Tmsec F THEME) BIRD LI, =/~ N LI EL%E 150 (75BID) mg/kg/ H D& THEE L7 & x|
WEFEEA% 0. 756~9. 00 FEEIZ LV+dP/dtmax HAXT (-364mmHg/sec £ TILT) L7z, BIEMILT
T, WIEHEE% 24 B LIRSS IR Z 5 LT L 2D L~ULIcEE LT-, Z0RBRTELNT-
PK 5 —% (150mg/kg $5-H) KOV Z MW 16 0 GEERBORER 1 HICB T 50T
— & (40mg/kg P50 (2H3< L. 150mg/kg M ON 40mg/kg (NOEL) Z#%5 L7~ & & DG &L,
bt hMZ=b<= hLE/ ) ML OTEERE (300/100mg BID) ## 5L xD=)1L~< KL/l
BV DI Coux DENEI 4. TRERTNO0. 54 [ TH - 7=,

U e
U N ELO—BEIEEER 2 et LIoRE R, iR, TR 5. I3 2 8R4~ & {E
AT 5N oiz,

(3) ZDihDEEBHER
— )< kLB
(BEE®) ¥
LM EORREDIRIBR SN TWHIER (6 X o R EIERSRIK, A4 F v, T AR
— X — ORI L) BT RRIMEN T A=~ LIV ELD in vitrod 7 X —4 > F3E
HAEH A 100pmol/L OREE TRl L7z, Z OFEER., WIIOEEIZH L TH 50% % % HIEMET
oo oz, ZORMBICHW =L FLALVENLDOREE X, b M=/~ MLJLENL/D K
FE L DR (300/100mg 1 H 2[8]) 285 L= & & OIEREARC,,, (0. 98 1w g/mL = 1. 96pmol /L)
D515 ThoT,
Navl.5F b U 7 AF v 3L (BE—27 &) KO Cavl. 2 By 7 AF v RILOERICKTDH =1~
N LIV ELLDED IC BTN TS RET Lo Th 5 300 umol/L & E[EIY | Z OREET
b MIBEHEZERE LI EOE-EERC D 153 FTH -7,
11 FE$HD PDE Y7 # A4 7 (1~11) Tk D=/~ F LV ENVOREREME GG L7z, Tk fEidfk
FHL7-T_TD PDE +7 % A FITHBWT 200 umol /L (Wt L7- B fie) % klElY . = ofpE
b MIBEHEZERE LI EOE-EERCL D 102 FTH o712,
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2. HHHER

(1) BEEESHHRER
=)< ke
LB L

U rFenw

~ U ADOR G D OB BT MEME & 1 2500mg/kg LLETH Y | BEARNKEGICBIT S
WS D B B 13 C 65mg/keg. MET 80mg/kg Th o7z, T v MDA G L DN DO EFE LM
HeEL Y 2500mg/kg LA ETH Y . kNG TIIMERE L © 35mg/kg THoT-, FEHFES T 320mg/kg
PLE (=0 R), §IRNE L TlX 20mg/kg (7 > b)) BLETHIRMEE R ~DOIER & B2 B JES)
KT, BEAIT, IR, MEREL OB BRI & 514 24~T72 FE LANIZ A BTz,
TFRITHEBEIEGIC L 2 aMFEERBOBRETH D,

ROARUV Sy FEERSEEHBRAE

oo | it
EN . #h5& (mg/kg) P e
NN T AN OO BOHE e FEROAT .
)
n 288‘ ?225 52850 M| >2500 | HEEBIOME T, REAT. IF
TUA m 12002000 e 1 S os00 | mesoomb . AHEL RN R
(Crl : 2500
D15, A e o HIEEBOE T, BRA(T. I
5lE) | e |0 T T I o PO . IRERZEH . RIFCHE
N Eﬁé‘
. FEEBIO T, Ba ST,
77h | an 200, 500, 100, ﬁ T o, WRERE, e, P,
CD; : : ’ PEHR, JE SR 0D SR Y
A £ TR AT I
65) o 5. 20, 35, 50, 65, | H 65 ?%%@®ﬁf;ﬁ%*ﬁ\gw
80 it 80 oW, IRERZEH . EREA, iz
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(2) REHREGSMHRAR
=)< kL ®
WERED Wistar Han 7 v MZ=/b~ b LLELE 0 (EBEHIR) | 60, 200 XX 1000mg/kg/ H D H
®BT1HLIELD» AMES U TEELONTK 253640 Lz, £72, 2 EEOREIF A58 CTREIE M
BRI L7/ R, =~ N UV B AR EICEET 2 UE B U 1A LT, REK OB &
HE N N IRBH AR A TIZZRIZ A bR o Tz, =~ b LB GICEE T 5 — ik EE
DL LT, BEHMFCTHLHER 256 H~28 HIZEIEA2FEE (60mg/kg/ H LA F) & OVi(#
(200mg/kg/ H @ 1 {5} O 1000mg/kg/ B) 23 ST, BRI ERRA & OYR B r0MmAE T 2
UE OFT RICEIE 3 2 Z2{bidxA b - 7z, MR FHRMA T 200mg/kg/ H UL LMl © Bk TF
Y72 L REL O HE AN Get FREE D 1. 12~1. 284%) 23, MK k[ F A5 C 200mg/kg/ H DI TN 1000mg/kg/
H Ot CH BTN PT iR (1. 06~1. 15 f%) A 5N, 5O LIE—MIREDZE(L K Y
BRI B A PR T, RERMIRTE TR EE M 2R Lz, T X COBRFEBREICBIT 5
AL, ZOREN/NE L, —WETH Y | —IREED L K QYR B 89T /L2 fE 72 o 7o
ZEDD, BEFHEROZ LW LEE Z BT, R, FIRREOFERER () THRLNTHE
PRALRR PR L IREEHARTRE T 1%, MED T & K OHED 60mg/kg/ H K& ) 200mg/kg/ H TlH]
L7, HED 1000mg/ke/ H Tk, FFIREEOHN (1. 11~1.20 {%) & BSE#E3 2 e, FOIRRE O
AR O ERALAR A0 AT AN RIE A ) 2R LTz, MEREC A S T Pl C OS5I AT BT, PRSI R A
THIZIEE L7, NOAEL 138 HE T 5 1000mg/kg/ H To Y . Z D NOAEL IZF51F 5 Cp KL TN AUCy,
IZ. B M=~ FLILEL/Y R FEL (300/100mg BID) 25 LI-EEO=1~ L ELD C,,
KONAUC, DFNZFN 1415 D10 5 ThH -7,
WERED T =7 A A=~ MLV ELE 0 (REH) | 40 (20mg/kg 1 H 21[8]) . 100 (50mg/kg
1 H2RE) XIiX600 (300mg/kg 1 H 2[a]) mg/kg/HMOMHETI1 H 2 [ 28 HIFEREN#E U CHptk 27
L7z, F70, 2 R OWSEII 2580 T CRIEM: 2 39400 L 726553, SR, oz s L.
K, BERE, DEXN ST A—% (DHEAEONT RR, PR, QRS, QT & O8QTc [FE) . DEMEE., IRE
FHURAT AL, R R, FIRET R OV BRI ART RC B W T =/~ b LV E VG2 BEE
L7e2BI3 A g, iAo te, &EICEET 2 —IRIEDZIX, 600mg/kg/ H T
B G544 T — BB S DT BRI ZREE DO A T o T2, =/b~ F LIV eIV B BEE T 5 R
JREIRRA O P 1T, 600mg/keg/ H OMERETH H7= ALT (RE-RiE & Fril L C 1. 63~3. 53 i) . AST (2. 68
~T AL RO7 47V 7y (1.20~1.91%) OEROHRTH-T=, 747V /7O EFITR
FHECTHLHAOLNTN, ZOREII=/L~ F LLVEAMEGEETOTMNIIRE -T2, TNHDOEIX, £D
FREEIV/NE L, BT D —fBRRE D 2L K QYR EARFR FAOFT AR IR S N2 o 1= 2 L inh | BitEseny
BEROZLWELEEZ BT, AST KONALT 28 EF L72HEIC W T, 5 HIRIR TRICHIR L2729
ALT Je OV AST A2 DWW T DR A GG T & 722735 7225 ARSEHIRIRE 1 IRpI BRI B A O 2 ki T2 &
niemolo, BWEMEEITRESHED 600mg/kg/H (BRFTLizk@HE) Thh, ZoMEEE&Izks)
% Cony MOVAUCy, 1, B MZ=/L< R LLEL/Y R EJL (300/100mg 1 H 2 [A]) ZEH L=/
<~ FLVENLD Cope LOVAUC, DFNEN 28 (5K TN 18 5T o7,
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Yy h e
Zw MU MFEAE L 3,6 » ABMROEELE Lz, WThoRBRIZEBWTH &G & CIT—%
WREDEAL, (KEHINOMEH], BEEERDNA LT, 1 AL EOEGIZB W RO R EE
MFRAORA T, i, IR, FRBMCBENA DI, 3, 6 5 ABG CIIFSREMRAEMRE 2 1k-
770 FFIRERDOEE T3 v ARERE%ZD 3 » HOREHB 2B\ TCHEIE Lo, F72. 3.
6 » HOEBEEENTIZ, ~EZ/ vy, ~~ b7 Uy M, RLEREA~OFEL RS-, &
FMEEIX 1 v AMEE-T 16mg/kg/H. 3, 6 » A E T 25mg/kg/ H Kl L HEE STz, A XITY
NFev% 1, 3, 6 # A, VAEMKROES Lz, @& & i —eRiEoE, (KREEMmH .
O RE S, 7 v N THLNATIT R S IFIFEFRRRFT A S ON0, BHERERICE Y Zh bR
WIXEE Lz, 724 XTIEIRO BF IO b o iz, WEtb &3 1.3 » AR5 T 50mg/keg/
H. 6 » HREE T 10mg/kg/ H, 1 5T bmg/kg/ H & H#EE S iz,

(3) EfnEHRER

== kL

== R LILVEZOWT, Ml Z WD IGIERE AR, in vitro YRR EFHHAR (b
N U L oRZEERER TK6 #ila a2 W2/ g BR) R OYT » NE W2 in vivo /IMERERN G 72 5 —1E
OBEFMRRAE EH LTz, In vitro®BRIZT X T, WHINDTA N7 A >0 ERRIRE I
famtE s L <IEAEMIC K VIR S TR E 2 Ml & U, SMAERENE LR OFE T AW
IEFETCEM USSR, =L~ FLILEIVE, in vitro XX in vivo DWVTHORERIZEBUWNT
biBmEEE RS 0o T,

Y R
PAEF T ER UKW & ORI RIRBR, b MY o SERE I S KRR,
~ U AL E O 7 A MR O 7 A Y 2T = ROV TRICENTH Y b
BT RIFIEIRTRSD bR T,

(4) BNAREMRER
=)< MLJLEL
MU EE L

U R
~UA, Ty heHWERBREEINLTWD, 7y FD 3 p HERROKEGRERICBW T, FE i
B OB O TS ERGIIEAER, MM, IRERNZSEMEMIEORENBIR S
oo AXD3 5 A, 6 AREGHBRTIZIROEFEITRO bR ofc, 7Y b3 5 HKU6 »
A R 0 53880 B TR B2 S ST, BB EEE N RO bz, A XD 3 A
L6 » AR ERBR T, mAERE CHEERN & KERAERENEINT, 7y O3 3 AR
B 5B Cldm B CE MBI LV BARMEE SN TS, Ty bD 6 5 ARMES
TIISHEHTRMEOIER EEBIENRRE S IV TS, A X TIEBRIE~DOEEIIBIE I N2 ) o
7=,
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(5) HEFERAESMHHRER

=< hLren®

D 7v bERAOWEZRELOERKRE COYMSAEICE T 57k
WEME Wistar Han 7 v MZ=/L~ ML /L E /L% 1000mg/kg/ B £ CORAETHRAOKEE L, Moz
MRl kT A B A Sl L7 fE 0, =L~ N L L E AP EICBIE U7yt () . PEEHL. 2
R, R NRT A =5 (REERELOZIGE) ~O R ONH EUIRREO T LIE A S n -
7re =~ b LIVEVEECEE T A28 b L L CASALRTO 1000mg/keg/ H () 123V TIRER N
NI, BHEFHEROZLWALEEZ BN, AEBRTIZ, =1~ hLLEAEEIC
B L 7B MEDN R DR v o T2 2 L v b MERED — iR FEME K OVZ G REIC B 5 MM B 3 s
0 1000mg/kg/ H TH Y | ZOMEMEEIZEIT D Coy L OVAUC, 1E, B M=~ FLLEL/Y
rFEL (300/100mg 1 H 2[F]) ZHFEH LD C,u LR AUC, DFNFI 16 A DN5. 35 Th

-7,

2) T v bERAWEI - BBIRFREAICET 535k

BN U 7=t Wistar Han 5 » RT=/L~ K LJLEL% 100, 300 X% 1000mg/kg/ H O JH & CTIEIR
6 H~TR 17 BICRO#E Uiz, KRB CIX, 4HET v FOFR L OZFOMSH E coMMIC
=2 MUVELEREL, =L~ FLAVEALREIZLEDERT v RO - lBIROFRZE~D
RN L7/, =~ MUV E VIR LB ~OFEIIA LT, £, IR
KOFENT A—=5 JRIEEIW NGO ER, P OVERS~DREL B LR oT2, LA
EOFERI G BB O — i ER M ORI ONCIE - BB IE R AT D M B T R
HETHD 1000mg/kg/ H THY . ZOMEMERIZE T D Coy LOVAUC, 1T, B MZ=b~ FLb
EL/U R EL (300/100mg 1 H 2 [A]) 285 L7ZEEO=/L~ F LV ELD C, KT AUC, DE
NEN 21 FELRI8ETHH- T2,

3) UHXEHAWIE - JRIERAICET 5 ER
IR U7-MED New Zealand White ¥ F|Z=/L~ s LJLE/L% 100, 300 X|X 1000mg/kg/ H D H
BCHER 7 B ~4THR 19 RIS OG- Uz, ABRCIE, R T X OFKR» S N ZEOMASHE T
OB =L~ FLVENLZIRE L, =L~ b LV ELVEEIZ X AR Y 35 L OWR - IR D%
BEANORBLETM U R, =~ b L e VBB U 7= BB O (R EHE I & O b O
AR 2% 1000mg/kg H T BHITZA, RIRREL OEIT/N S AKE~DEENL LR N2 2
Enn, BHEFINEROZ LWELEEZ OGN, =/~ N LV E LRGBS 53 &
LC. RPFREEE i U CRIMAREOMT (RHEREED 0.91 £%) 2% 1000mg/kg/ H CTALAT-, =L
~ b LV E GBI L2 R OFIRRET AL, IR KON E N T A — 4 R IR R ONT G
R, NI OB ~DEEIIL N o Tz, REW O —ikEM R OV EM I 5
NOAEL (% 1000mg/kg/ H &35 2 Hivlz, I « frEFEAIZEE 9% NOAEL [ IMG RAKE DR T3 A b vz
Z LB 300mg/kg/H (B R TTPHREID Cpuy LTV AUCy, D 10 fE LT 2. 8 (FDMRER &) Thol
2, =~ LV EAEEICEE U EmEORAERNE (RITRFEOIE « IBIEET R E) 13xkm
A& 1000mg/kg/H [& M=/~ Lt/ hFEJL (300/100mg BID) #HGH:D A SN
% Coay KOVAUC, 1ZxF LT 24 5 KON 1 5 0OMgEE ] F CTA LN o Tz, IERE AR & fEiE &
L7284, 1000mg/kg/ H CTlX, B M=/~ hLLE/L/Y FFE/L (300/100mg BID) %##%5-L
7B =~ F L ELD Cpy TN AUC, IZXF L TEINLEIL 2 F RN 13 FEDRERE L 2D,
(Tvi-6. (5) #Ehw] DOIAZH)
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4) 7 v b E AW AR O AR O 5 AW N RHAOMEEE IR 3 % 3ER

IR Wistar Han 7 v M=/~ K LJLE/LZ 0, 100, 300 XI% 1000mg/kg/ H & & TIEHE 6 H
~FH20HET, 1 A1 ERAFEKE LT,

Fo EROAME, —kiE, KE, B, WRHE, 2Lk OERICc=1~ FLL e EICE
H U2 b o T2, 1000mg/ke/ H CHARA R OMZFL AR O F 2@ MR EFROZ L
REHME~OREL LT, REHBER (R 6~7 B) ([SITREBMEN B L=, HR 19
~20 A KR OMHET O GEHMASA (R 6~20 B) Ol CITAERINEOHIMNNED Siuiz,
UL, RE~OREII/RL, HIE T B THEBRED 1,00 4, k20 B TL 0T TH-o72, =3
I T R B INE ORINAS 1000mg/kg/ A THRILPIENZZED LN (FEH 1~7 H
THRIPBEED 1. 12~1. 18 %), BAK T ETICIEFITE L=, 25O L b IREICITES KIE
9, I 1 HCXIRRED 1.06 %5, A2l HTIX L. 0T ETH o 7=,

F, A% CiE, 1000mg/kg/ H CTHEFLATEARI H OKRE K OMKEE I EIZ, =/~ b LV EVEGIZH
W AN FEROZ LWELNRD bz, HAEH 10~17 HORICAERINE DO 2
MERETREO HAL, AR 17 BICBT DHEREORE I REED 0.92 5 & 72 o7, AAETOHA
#%17~21 HIZH T HRERMNE I L CH BB L R CTh o720y, REIFHZER 21 B THIK
7L LTI o7z (RHIRRE L bels L, HET 0. 93 /5%, MET0.94 1%, Z & bix—iEPETHAER 10
HE COREIIRBREERRE CH o722 & FBERLAT O BIE O JREN 2 b B £ T
FRe Lo 722 &b, BEFNEROZ LWELEE X BTz, F RO OFHRHEE (2=
= L VENLVEEGICEE L BT O b o T,

PbED XD ICHEEFENEROLLRANRD N hoT-Z L inh, =/~ FLJLE L% Wistar
Han 7 > RO FMEIZRR O $E G L7 & & 0 FO REEM) M OV FL ARV O 4558 4E 12 B85 5 NOAEL (Fu»
b 1000mg/kg/ H ThHH EEZ B, Z D NOAEL I1281F % Cp KTV AUC, 1. B M=/~ |
LLEIL/Y R EJL (300/100mg BID) #&5 L2 =/~ K LILELD Cp S TN AUC,, DZE I
P2 ERN9.8[ETHh T,

U hFEa

1) WENRET R ORI & 5 (T > M)

BEMWIC, —ROREOEA L, REHMOIME], BEEERD 72 & O — R T5 O AL B R A
AT HHEEZEELTH, BER~ORBIIRD SN o7, EEMEEIIEEIY Tl 20mg/ke/
H. BBIRICIEARRBRICB T 2 miE 58 01E 125mg/kg/ A . Mt 75mg/kg/ A & & 2 7~

2) WEERSEERER (7> b, UHTX)
F v b ERAWSEE TR 5 ER T, RIS EERN RIS s HEARET D L. RIEK
HOWDRAERELIE CEDOEMPFRD b, LEAGEBIE, ER =AM EOHBIENEIN L2 &
N5, MEMERIREM, BIRE D 1mg/ke/H EB T2, X E AR T B R
JERD BT 2 HETHRIEEESBD L, FERESPBECEMN S -T2 Lnh, EEEREIT
Eh. MRS 50mg/kg/ A & &% 77,

3) JEAPERI R QMR ASE GRE (7> )
JEPER R Oz AL e 5380 C, REEM IR EEHD ISR B N R o s & TH HZAERIC
T HEBIIRD N oT2 2 Enh EEMEIIREW T 15mg/ke/ A . HAI2 T 60mg/keg/ H
LEZ I,

(6) BRTRIEEEER
=A< L AEALERY FFEL
M ER e L
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X. EEMFEICEYSER

1. REX5

2L Al Fua by KXy 7 "Fr by RNy 7 600, 2SFa By K23y 27 300
BOIAGRESES (NFubty Ry 7)) BIEE R
) EE-EMEONMLFEIZLVMERT L2 &

HERS + =/~ RLLEL
U R e B

. AR
24
(MTV-6. RHNOSFERM FICBIT 2 LEN DEEM)

. AEKREBTORE
i 15 RIRRTTF

. REWEDEE
RE I LTV

. BERITEM
BEMERLTA R A
<TovoLey  FH
Z OO BF T EM -

. BE—mS - RBE
[El—sy : 2 Al E A bz fAL e L
[ 2h 3~ v —SEEEH 100mg, -7 U —7 @SR E v k300, v 7Y — 7 EHRE >~
k1332, PE =27 ¢ SEEERK 500mg, 47 7 U A H 7L 200mg, T4 7 VA H L
400mg, ) o —/3$E 125mg
) TSARS-CoV-2 |2 & HEYLIE | DIRESUIBNR & A9 % HHAl
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2021 FE 12 A 31 H (EE)
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AR E4 s X
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2026 423 H 23 H
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1. BEEHME
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14, RIEHBFLDEE

AR FYED — L IEICfE D EFIHICOWT (FF54E3 H 14 H REZ 03145 4 )

(1) AREAIOZHE TR BIE T H7EEICB W T, THRRBRICKIT 5 B %GR AR £ x|
SARS-CoV-2 1T K 2 YE D FIEL Y A7 RF 2 F T 5%, KAIOEGNRLELEZ G DBEIT
BhHET DL, T2, AROBRGHGIZONWTUIKTOHA RIA465EBITH2 L, L&
TWADOT, ALY Z>TUIHoEET DI L,

(2) ZTavE TARBAFNL, BUEIRTEER D O IEAETTIE DR A =T AR - SKRICE S LT
Wt ZATHY, BAEFBE L VRS SNTEARAOBERITFERTERWVWEDOTHHZ &, T
. ARBFORGERFEES D O EREERESE A~ OGO K O OB WEIZOW T, 4
%, BIEEEImT 5 TETH D,

[ BeE )]
AN IEAED B IEICPE ) BEFEICOWT (M543 A 14 B REF 0314554 &)
https://kouseikyoku. mhlw. go. jp/kyushu/000269171. pdf (2026/1/26 7 7 & &)

TRl aa ;A L ABISEICBITAROFITA VA (RFaty v 7)) OFEMIGEICHE S E
RSB R QSRR ~DEL S EIZHOWT (2o 2) (JAFE) (Ffs 43 A 156 HREAT @AM n
A Jb ARG SRAHEME AT 3K - AR TE A AR R S R S5 A )

https://ajhc. or. jp/siryo/20230315covid. pdf (2026/1/26 7 7 & &)
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XII. 3EE&H

1. EGSHETORTRR

2026 4 1 AWES T,
& KR LB AH

KEL B T2 S OBEINTE 80 o B LA_E D [ Je OIS THGB & 2 W SRA:
PO TS, KEL BN, BA, @E, A&, X L0AT 125K

BLEAD 40kg LL L0 6 LI 1 12 SR O/NRIHEFTRETH Y | BN, AADH TIRE 20kg L E
40kg At 6 7 LL EO/NRIZ G RETH 5, TOMDETIIRADAERA ATETH D,

SNEISHITHFEFTIRRE (2026 F 3 ARR)

FUES

has issued an Emergency Use Authorization
(EUA) for the emergency use of PAXLOVID for
the treatment of pediatric patients 12
years of age and older weighing at least 40
kg with
disease 2019 (COVID-19) and who are at high

mild-to—moderate  coronavirus

risk! for progression to severe COVID-19,
including hospitalization or death
1 Determining whether a patient is at high risk

for progression to severe COVID-19, including

hospitalization or death, is based on the provider’s

assessment of the individual patient being

considered for treatment of COVID-19 and that

patient’s medical history. For information on

medical conditions and factors associated with

4 KE EU

2tt4 | Pfizer Inc. Pfizer Europe MA EEIG

k544 PAXLOVID™ PAXLOVID™

R 2021 4F 12 H 22 A 202241 A 27T H

FAH

fﬁUﬂé PAXLOVID is nirmatrelvir tablets co- * Nirmatrelvir: Film—coated tablet.Pink,

0 packaged with ritonavir tablets. oval, with a dimension of approximately

é?ﬁi * Nirmatrelvir is supplied as oval, pink 17.6 mm in length and 8.6 mm in width
immediate-release, film—coated tablets debossed with ‘PFE’ on one side and ‘3CL’
debossed with “PFE” on one side and “3CL” on the other side
on the other side. Each tablet contains | < Ritonavir :Film—coated tablet. White to
150 mg of nirmatrelvir. off white, capsule shaped tablets, with a

* Ritonavir is supplied as white or white dimension of approximately 17.1 mm in

to off-white film—coated tablets uniquely length and 9.1 mm in width, debossed with
identified by the color, shape, and "H on one side and 'R9’ on other side.
debossing. Each tablet contains 100 mg of
ritonavir.

ZhHe EUA Paxlovid is indicated for the treatment of

Nix The U.S. Food and Drug Administration (FDA) | coronavirus disease 2019 (COVID-19) in

adults who do not require supplemental

oxygen and who are at increased risk for

progressing to severe COVID-19

X1 BEEE
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increased risk for progression to severe COVID-19
see the Centers for Disease Control and Prevention
(cne) website:

https://www. cdc. gov/coronavirus/2019-

ncov/hep/clinical-care/underlyingconditions. html.
FDA Approval
PAXLOVID is indicated for the treatment of

mild—to—moderate coronavirus disease 2019
(COVID-19)

for progression to

in adults who are at high risk
severe  COVID-19,
including hospitalization or death.

Limitations of Use

PAXLOVID is not approved for use as pre—
exposure or post—exposure prophylaxis for

prevention of COVID-19

PAXLOVID is nirmatrelvir tablets co-—

packaged with ritonavir tablets. There are

three different dose packs available:

« PAXLOVID (nirmatrelvir; ritonavir) co—
packaged for oral use 300 mg;100 mg

« PAXLOVID (nirmatrelvir; ritonavir) co—
packaged for oral use 150 mg;100 mg for
patients with moderate renal impairment

« PAXLOVID (nirmatrelvir; ritonavir) co—
packaged for oral use 300 mg;100 mg (Day
1) and 150 mg;100 mg (Days 2-5) for
patients with severe renal impairment.

Nirmatrelvir must be co—administered with

ritonavir. Failure to correctly co-

administer nirmatrelvir with ritonavir may

result in plasma levels of nirmatrelvir that

are insufficient to achieve the desired

therapeutic effect

Prescriptions should specify the numeric

within

5—day

Ingredient
full

dose of each active
PAXLOVID. Completion of the
treatment course and continued isolation in
accordance with public health
recommendations are important to maximize
viral clearance and minimize transmission
of SARS-CoV-2.

The b5-day treatment
should be

after a diagnosis of COVID-19 has been made,

course of PAXLOVID

initiated as soon as possible

Posology

Adults

The recommended dose in adults is 300 mg
nirmatrelvir (two 150 mg tablets) with 100
mg ritonavir (one 100 mg tablet) all taken
together orally every 12 hours for 5 days
Paediatric patients 26 years of age
welghing 240 kg

300 mg nirmatrelvir (two 150 mg tablets)
with 100 mg ritonavir (one 100 mg tablet)
all taken together orally every 12 hours for
5 days.
Paediatric patients 26 years of age
weighing >20 to <40 kg

150 mg nirmatrelvir (one 150 mg tablet) with
100 mg ritonavir (one 100 mg tablet) taken
together orally every 12 hours for 5 days
Paxlovid should be administered as soon as
possible after a diagnosis of COVID-19 has
been made and within 5 days of symptom
onset. Completion of the full 5-day
treatment course is recommended even if the
patient requires hospitalisation due to
severe or critical COVID-19 after starting
treatment with this medicinal product.

If the patient misses a dose within 8 hours
of the time it is usually taken, the patient
should take it as soon as possible and

resume the normal dosing schedule. If the
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and within 5 days of symptom onset even if
baseline COVID-19 symptoms are mild. Should
a patient require hospitalization due to
severe or critical COVID-19 after starting
treatment with PAXLOVID, the patient should
complete the full 5-day treatment course per
the healthcare provider’ s discretion.

If the patient misses a dose of PAXLOVID
within 8 hours of the time it is usually
taken, the patient should take it as soon
as possible and resume the normal dosing
schedule. If the patient misses a dose by
more than 8 hours, the patient should not
take the missed dose and instead take the
next dose at the regularly scheduled time.
The patient should not double the dose to
make up for a missed dose

PAXLOVID (both nirmatrelvir and ritonavir
tablets) can be taken with or without food
The tablets should be swallowed whole and

not chewed, broken, or crushed

patient misses a dose by more than 8 hours
the patient should not take the missed dose
and instead take the next dose at the

regularly scheduled time. The patient
should not double the dose to make up for a
missed dose.

Method of administration

For oral use
Nirmatrelvir must be coadministered with
ritonavir. Failure to correctly
coadminister nirmatrelvir with ritonavir
will result in plasma levels of this active
that will be

substance insufficient to

achieve the desired therapeutic effect

(EUA : 20254-2 H) | FDA : 202542 A)

(EMA : 2025 4E 12 H)

AN BT HRIHE T E, FEROCHEIZIU TO LBV THY | EOEBRMN EIXE RS, H
NOERNEOHFPE CTAFN ZEHAT D L,
[ZhEER IE%hE]
4. ShEER LR
SARS-CoV-2 (= & & B&%E
(RERUVAZ]
6. AiZRUVHAE
(RFmrbEy RNy 7)
WH . AL 12 Ll E oK E 40kg L EO/NRIZIE, =~ FLr L E LT 1 A 300mg &
Y FFEAELTLE100mg Z[FKHZ 1 B 28], 5 ARRRO#&E54 5,
(RNFr by F2%y 7 600, SFEE Y K%y 27 300)
HH . AL N6 L oK E 40kg L ED/NRIZIZ, =/~ R LbeLE LT 1A 300mg KT
U rFEELTIE100mg ZFFHC 1 H 2@, 5 HEEA®RS5T 5,
HE . 6 LA B 20kg UL L 40kg R 0/NRIZIE, =~ FLbe/LE LTI [H] 150mg K&
Y R FENLELTLE100mg ZFERIZT A 2[F, 5 BRERARET S,
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2. BOIEIT BERRIEFER

(1) WEmICEET BNMER CRERHAXE. F—X 3 7H5H)
AFRNCBIT DEFEDOE A HTHEREICHET HEE 9.5 147, 9.6 523l OEOFEHEIZLL T O
EBVTHY, KEIRMNSCE, A—ANT VT HHEEITR RS,
(0. %BENEREZAIHEFICHTIIE
9.5 1%
BEI SATAENR LTV D ATREME D & 2 e MR, 1R LR M ERIE L R[E 5 &flr S
BRICOBEETHZ L, HIEYYXIZ=L~ b LB EERE LEERICBWLT, FRER
& (AUC) O 11 fFIZHS T 2 HETHRIEEEDHD B LN TWDS, £, HikT v bV
FFELEERE LERICBWT, B2 ®EE L CTHRE~BITTD 2 EamEShTng 9,
9.6 RELIF
R EORSHER ORARBOAG A ZR L, #ALOME UIHIEEHRFTo62 L, =L~
FLLEIL 300mg &2 U R EIL 100mg GFH FC 3 B 5 L2, REELPICBITT 5 2 LR
HONTEY, =~ LA EALKRRY M FEAORALEOMmED AUC H (BEFL/4E) 1320
ZA0.26 LTN0.07 ThoTo, ML HRGE RID) X, £NEI 1.8% KN 0.2% Th -
720 GNEANT—H)
i FLAN A
EUA

Pregnancy

Risk Summary

Available data on the use of nirmatrelvir during pregnancy are insufficient
to evaluate for a drug—associated risk of major birth defects, miscarriage,
or adverse maternal or fetal outcomes. Published observational studies on
ritonavir use in pregnant women have not identified an increase in the risk
of major birth defects. Published studies with ritonavir are insufficient
to identify a drug-associated risk of miscarriage. There are maternal and
fetal risks associated with untreated COVID-19 in pregnancy

In an embryo—fetal development study with nirmatrelvir, reduced fetal body

weights following oral administration of nirmatrelvir to pregnant rabbits

KIE DFTSCH
(BUA : 2025 42 A
FDA : 2025 42 H)

were observed at systemic exposures (AUC) approximately 11 times higher
than clinical exposure at the authorized human dose of PAXLOVID. No other
adverse developmental outcomes were observed in animal reproduction studies
with nirmatrelvir at systemic exposures (AUC) greater than or equal to 3
times higher than clinical exposure at the authorized human dose of PAXLOVID
In embryo—fetal developmental studies with ritonavir, no evidence of adverse
developmental outcomes was observed following oral administration of
ritonavir to pregnant rats and rabbits at systemic exposures (AUC) 5 (rat)
or 8 (rabbits) times higher than clinical exposure at the authorized human
dose of PAXLOVID

The estimated background risk of major birth defects and miscarriage for
the authorized population is unknown. All pregnancies have a risk of birth

defect, loss, or other adverse outcomes. In the U.S. general population,

the estimated background risk of major birth defects and miscarriage in
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clinically recognized pregnancies is 2% to 4% and 15% to 20%, respectively
Lactation
Risk Summary

Nirmatrelvir and ritonavir are present in human breast milk in small amounts
(less than 2%). In a clinical lactation study in 8 lactating women,
nirmatrelvir and ritonavir were estimated to be present in human milk at a
mean weight—-normalized infant daily dose of 0.16 mg/kg/day (1.8% of maternal
weight—-adjusted daily dose) and 0.006 mg/kg/day (0.2% of maternal weight—
adjusted daily dose), respectively.

There are no available data on the effects of nirmatrelvir or ritonavir on
the breastfed infant or on milk production. The developmental and health
benefits of breastfeeding should be considered along with the mother’ s
clinical need for PAXLOVID and any potential adverse effects on the
breastfed infant from PAXLOVID or from the underlying maternal condition.
Breastfeeding individuals with COVID-19 should follow practices according
to clinical guidelines to avoid exposing the infant to COVID-19

Females and Males of Reproductive Potential

Contraception

Use of ritonavir may reduce the efficacy of combined hormonal
contraceptives. Advise patients using combined hormonal contraceptives to
use an effective alternative contraceptive method or an additional

barrier method of contraception

FDA Approval

Pregnancy

Risk Summary

Available data on the use of nirmatrelvir during pregnancy are insufficient
to evaluate for a drug-associated risk of major birth defects, miscarriage,
or adverse maternal or fetal outcomes. Published observational studies on
ritonavir use in pregnant women have not identified an increase in the risk
of major birth defects. Published studies with ritonavir are insufficient
to identify a drug associated risk of miscarriage. There are maternal and
fetal risks associated with untreated COVID-19 in pregnancy

In an embryo—fetal development study with nirmatrelvir, reduced fetal body
weights following oral administration of nirmatrelvir to pregnant rabbits
were observed at systemic exposures (AUC) approximately 11 times higher
than clinical exposure at the approved human dose of PAXLOVID. No other
adverse developmental outcomes were observed in animal reproduction studies
with nirmatrelvir at systemic exposures (AUC) greater than or equal to 3
times higher than clinical exposure at the approved human dose of PAXLOVID
In embryo—fetal developmental studies with ritonavir, no evidence of adverse
developmental outcomes was observed following oral administration of
ritonavir to pregnant rats and rabbits at systemic exposures (AUC)5 (rat)

or 8 (rabbits) times higher than clinical exposure at the approved human
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dose of PAXLOVID.

The estimated background risk of major birth defects and miscarriage for
the indicated population is unknown. All pregnancies have a risk of birth
defect, loss, or other adverse outcomes. In the U.S. general population,
the estimated background risk of major birth defects and miscarriage in
clinically recognized pregnancies is 2 % to 4 % and 15 % to 20 %,

respectively
Lactation
Risk Summary

Nirmatrelvir and ritonavir are present in human breast milk in small amounts
(less than 2%). In a clinical lactation study in 8 lactating women,
nirmatrelvir and ritonavir were estimated to be present in human milk at a
mean weight—-normalized infant daily dose of 0.16 mg/kg/day (1.8% of maternal
weight—-adjusted daily dose) and 0.006 mg/kg/day (0.2% of maternal weight—
adjusted daily dose), respectively.

There are no available data on the effects of nirmatrelvir or ritonavir on
the breastfed infant or on milk production. The developmental and health
benefits of breastfeeding should be considered along with the mother’ s
clinical need for PAXLOVID and any potential adverse effects on the
breastfed infant from PAXLOVID or from the underlying maternal condition.
Breastfeeding individuals with COVID-19 should follow practices according
to clinical guidelines to avoid exposing the infant to COVID-19

Females and Males of Reproductive Potential

Contraception

Use of ritonavir may reduce the efficacy of combined hormonal
contraceptives. Advise patients using combined hormonal contraceptives to
use an effective alternative contraceptive method or an additional barrier

method of contraception.

A=A LT VT D
Gapl
(Prescribing
medicines in
pregnancy

database)

B3 (2025 4E 12 )

<BE  BHOME>

F—=ANZ VT DO

B3 : Drugs which have been taken by only a limited number of pregnant
women and women of childbearing age, without an increase in the
frequency of malformation or other direct or indirect harmful effects
on the human fetus having been observed
Studies in animals have shown evidence of an increased occurrence of
fetal damage, the significance of which is considered uncertain in

humans.
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Pediatric Use

PAXLOVID is not authorized for use in pediatric patients younger than 12
years of age or weighing less than 40 kg. The safety and effectiveness of
PAXLOVID have not been established in pediatric patients. The approved

adult dosing regimen is expected to result in comparable serum exposures

KEOWRMSCE
(EUA : 2025 4£ 2 H
FDA : 2025 42 )

of nirmatrelvir and ritonavir in patients 12 years of age and older and
weighing at least 40 kg as observed in adults, and adults with similar

body weight were included in the trial EPIC-HR.

FDA Approval
Pediatric Use
The optimal dose of PAXLOVID has not been established in pediatric

patients.

Paediatric population

The safety and efficacy of Paxlovid in paediatric patients below 6 years

EU OFRAF S
(2025 % 12 A)

of age or weighing less than 20 kg have not been established. Paediatric

dosing for paediatric patients 6 years of age and older weighing at least

20 kg is based on the results from a paediatric study
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